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PUBLIC 
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Paper or fiche 202–512–1800 
Assistance with public subscriptions 202–512–1806 

General online information 202–512–1530; 1–888–293–6498 
Single copies/back copies: 
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FEDERAL AGENCIES 
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FEDERAL REGISTER WORKSHOP 

THE FEDERAL REGISTER: WHAT IT IS AND HOW TO USE IT 

FOR: Any person who uses the Federal Register and Code of 
Federal Regulations. 

WHO: Sponsored by the Office of the Federal Register. 

WHAT: Free public briefings (approximately 3 hours) to present: 

1. The regulatory process, with a focus on the Federal 
Register system and the public’s role in the development 
of regulations. 

2. The relationship between the Federal Register and 
Code of Federal Regulations. 

3. The important elements of typical Federal Register doc-
uments. 

4. An introduction to the finding aids of the FR/CFR sys-
tem. 

WHY: To provide the public with access to information nec-
essary to research Federal agency regulations which di-
rectly affect them. There will be no discussion of specific 
agency regulations. 

llllllllllllllllll 

WHEN: Tuesday, August 12, 2008 
9:00 a.m.–12:30 p.m. 

WHERE: Office of the Federal Register 
Conference Room, Suite 700 
800 North Capitol Street, NW. 
Washington, DC 20002 

RESERVATIONS: (202) 741–6008 
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OFFICE OF PERSONNEL 
MANAGEMENT 

5 CFR Part 930 

RIN 3206–AL67 

Programs for Specific Positions and 
Examinations (Miscellaneous) 

AGENCY: U.S. Office of Personnel 
Management. 
ACTION: Interim rule with request for 
comments. 

SUMMARY: The U.S. Office of Personnel 
Management is issuing an interim rule 
suspending the requirement set forth in 
5 CFR 930.204(b) that requires 
incumbent administrative law judges 
(‘‘ALJs’’) to ‘‘possess a professional 
license to practice law and be 
authorized to practice law.’’ 
DATES: Effective July 18, 2008. 
Comments must be received on or 
before September 16, 2008. 
ADDRESSES: Send, deliver, or fax written 
comments to: Ms. Angela Bailey, Deputy 
Associate Director for Talent and 
Capacity Policy, U.S. Office of 
Personnel Management, Room 6551, 
1900 E Street, NW., Washington, DC 
20415–9700; e-mail: employ@opm.gov; 
fax: (202) 606–2329. 

Comments may also be sent through 
the Federal eRulemaking Portal at: 
http://www.regulations.gov. All 
submissions received through the Portal 
must include the agency name and 
docket number or Regulation Identifier 
Number (RIN) for this rulemaking. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Linda Watson by telephone at (202) 
606–0830; by fax at (202) 606–2329; by 
TTY at (202) 418–3134; or by e-mail at 
linda.watson@opm.gov. 
SUPPLEMENTARY INFORMATION: The U.S. 
Office of Personnel Management is 
issuing an interim rule suspending the 
requirement set forth in 5 CFR 
930.204(b) that requires incumbent 

administrative law judges (‘‘ALJs’’) to 
‘‘possess a professional license to 
practice law and be authorized to 
practice law.’’ This provision requires 
ALJs to maintain ‘‘active status,’’ (or 
‘‘judicial status’’ in States that prohibit 
sitting judges from maintaining ‘‘active 
status’’ to practice law), or to be in 
‘‘good standing’’ where the licensing 
authority considers ‘‘good standing’’ as 
having a current license to practice law. 
This licensure requirement set forth in 
section 930.204(b) henceforth will not 
apply to incumbent administrative law 
judges. 

ALJ applicants are unaffected by this 
suspension, and the requirement that 
applicants possess a professional license 
to practice law and be authorized to 
practice law continues to apply. We 
remain convinced that active licensure 
at the time of application and 
appointment is vital as an indicator that 
the applicant presenting him or herself 
for assessment and possible 
appointment has been subject to 
rigorous ethical requirements right up to 
the point of appointment. We have 
reconsidered comments received during 
the notice and comment period, 
however, about the burdens imposed by 
the active licensure requirement, as it 
applies to incumbents, the potential 
differences between the ethical 
requirements that pertain to an advocate 
and those requirements that pertain to 
someone asked to adjudicate cases 
impartially, and the variations in what 
States require as to lawyers serving as 
ALJs. We intend once again to solicit 
comments on this point in a new 
rulemaking. In the interim, we seek to 
prevent any adverse impact on 
incumbents while we engage in this 
process by suspending the current 
requirement as to incumbents. 

Waiver of Notice of Proposed 
Rulemaking and Delay in Effective Date 

Pursuant to 5 U.S.C. 553 (d)(1), we 
deem it appropriate to waive the 30-day 
waiting period and make this regulation 
effective immediately because this is ‘‘a 
substantive rule which grants or 
recognizes an exemption or relieves a 
restriction’’ set forth in the regulation 
that is being revised. Further, pursuant 
to 5 U.S.C. 553(b)(B) and (d)(3), we find 
that good cause exists to waive the 
general notice of proposed rulemaking. 
Because we understand that some 
incumbents have raised concerns that 

coming into compliance with bar 
requirements in section 930.204(b) or 
continuing legal education requirements 
of bar membership will impose a burden 
or hardship on them, we are suspending 
the requirement in order to alleviate 
those concerns while we consider its 
efficacy, as well as comments 
addressing whether active bar status is 
necessary to ensure good conduct 
among incumbent administrative law 
judges. 

Executive Order 12866, Regulatory 
Review 

This interim rule has been reviewed 
by the Office of Management and 
Budget in accordance with Executive 
Order 12866. 

Regulatory Flexibility Act 
I certify that these regulations would 

not have a significant economic impact 
on a substantial number of small entities 
(including small businesses, small 
organizational units, and small 
governmental jurisdictions) because 
they would affect only some Federal 
agencies and employees. 

List of Subjects in 5 CFR Part 930 
Administrative practice and 

procedure, Computer technology, 
Government employees, Motor vehicles. 
U.S. Office of Personnel Management. 
Linda M. Springer, 
Director. 

� Accordingly, OPM is amending 5 CFR 
part 930 as follows: 

PART 930—PROGRAMS FOR 
SPECIFIC POSITIONS AND 
EXAMINATIONS (MISCELLANEOUS) 

� 1. The authority for subpart B of 930 
continues to read as follows: 

Authority: 5 U.S.C. 1104(a), 1302(a), 1305, 
3105, 3301, 3304, 3323(b), 3344, 4301(2)(D), 
5372, 7521, and E.O. 10577, 3 CFR, 1954– 
1958 Comp., p. 219 

� 2. Revise paragraph (b) of § 930.204 to 
read as follows: 
* * * * * 

(b) Licensure. (1) At the time of 
application and any new appointment 
and while serving as an administrative 
law judge, the individual must possess 
a professional license to practice law 
and be authorized to practice law under 
the laws of a State, the District of 
Columbia, the Commonwealth of Puerto 
Rico, or any territorial court established 
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1 For purposes of Regulation CC, the term ‘‘bank’’ 
refers to any depository institution, including 
commercial banks, savings institutions, and credit 
unions. 

2 Section 229.18(e) of Regulation CC requires that 
banks notify account holders who are consumers 
within 30 days after implementing a change that 
improves the availability of funds. 

under the United States Constitution. 
Judicial status is acceptable in lieu of 
‘‘active’’ status in States that prohibit 
sitting judges from maintaining ‘‘active’’ 
status to practice law. Being in ‘‘good 
standing’’ is also acceptable in lieu of 
‘‘active’’ status in States where the 
licensing authority considers ‘‘good 
standing’’ as having a current license to 
practice law. 

(2) The requirements contained in 
paragraph (b)(1) are suspended until 
further notice with respect to 
incumbents serving as administrative 
law judges. 
* * * * * 

[FR Doc. E8–16487 Filed 7–17–08; 8:45 am] 
BILLING CODE 6325–39–P 

FEDERAL RESERVE SYSTEM 

12 CFR Part 229 

[Regulation CC; Docket No. R–1323] 

Availability of Funds and Collection of 
Checks 

AGENCY: Board of Governors of the 
Federal Reserve System. 
ACTION: Final rule; technical 
amendment. 

SUMMARY: The Board of Governors 
(Board) is amending appendix A of 
Regulation CC to delete the reference to 
the Windsor Locks office of the Federal 
Reserve Bank of Boston and to reassign 
the Federal Reserve routing symbols 
currently listed under that office to the 
head office of the Federal Reserve Bank 
of Philadelphia. These amendments 
reflect the restructuring of check- 
processing operations within the 
Federal Reserve System. 
DATES: The final rule will become 
effective on September 20, 2008. 
FOR FURTHER INFORMATION CONTACT: 
Jeffrey S. H. Yeganeh, Financial Services 
Manager (202/728–5801), or Joseph P. 
Baressi, Financial Services Project 
Leader (202/452–3959), Division of 
Reserve Bank Operations and Payment 
Systems; or Sophia H. Allison, Senior 
Counsel (202/452–3565), Legal Division. 
For users of Telecommunications 
Devices for the Deaf (TDD) only, contact 
202/263–4869. 
SUPPLEMENTARY INFORMATION: Regulation 
CC establishes the maximum period a 
depositary bank may wait between 
receiving a deposit and making the 
deposited funds available for 
withdrawal.1 A depositary bank 

generally must provide faster 
availability for funds deposited by a 
‘‘local check’’ than by a ‘‘nonlocal 
check.’’ A check is considered local if it 
is payable by or at or through a bank 
located in the same Federal Reserve 
check-processing region as the 
depositary bank. 

Appendix A to Regulation CC 
contains a routing number guide that 
assists banks in identifying local and 
nonlocal banks and thereby determining 
the maximum permissible hold periods 
for most deposited checks. The 
appendix includes a list of each Federal 
Reserve check-processing office and the 
first four digits of the routing number, 
known as the Federal Reserve routing 
symbol, of each bank that is served by 
that office for check-processing 
purposes. Banks whose Federal Reserve 
routing symbols are grouped under the 
same office are in the same check- 
processing region and thus are local to 
one another. 

On September 20, 2008, the Reserve 
Banks will transfer the check-processing 
operations of the Windsor Locks office 
of the Federal Reserve Bank of Boston 
to the head office of the Federal Reserve 
Bank of Philadelphia. As a result of this 
change, some checks that are drawn on 
and deposited at banks located in the 
Windsor Locks and Philadelphia check- 
processing regions and that currently 
are nonlocal checks will become local 
checks subject to faster availability 
schedules. To assist banks in identifying 
local and nonlocal checks and making 
funds availability decisions, the Board 
is amending the lists of routing symbols 
in appendix A associated with the 
Federal Reserve Banks of Boston and 
Philadelphia to reflect the transfer of 
check-processing operations from the 
Windsor Locks office of the Federal 
Reserve Bank of Boston to the head 
office of the Federal Reserve Bank of 
Philadelphia. To coincide with the 
effective date of the underlying check- 
processing changes, the amendments to 
appendix A are effective September 20, 
2008. The Board is providing notice of 
the amendments at this time to give 
affected banks ample time to make any 
needed processing changes. Early notice 
also will enable affected banks to amend 
their availability schedules and related 
disclosures if necessary and provide 
their customers with notice of these 
changes.2 

Administrative Procedure Act 

The Board has not followed the 
provisions of 5 U.S.C. 553(b) relating to 
notice and public participation in 
connection with the adoption of the 
final rule. The revisions to appendix A 
are technical in nature and are required 
by the statutory and regulatory 
definitions of ‘‘check-processing 
region.’’ Because there is no substantive 
change on which to seek public input, 
the Board has determined that the 
§ 553(b) notice and comment procedures 
are unnecessary. In addition, the 
underlying consolidation of Federal 
Reserve Bank check-processing offices 
involves a matter relating to agency 
management, which is exempt from 
notice and comment procedures. 

Paperwork Reduction Act 

In accordance with the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3506; 
5 CFR 1320 Appendix A.1), the Board 
has reviewed the final rule under 
authority delegated to the Board by the 
Office of Management and Budget. The 
technical amendment to appendix A of 
Regulation CC will delete the reference 
to the Windsor Locks office of the 
Federal Reserve Bank of Boston and 
reassign the routing symbols listed 
under that office to the head office of 
the Federal Reserve Bank of 
Philadelphia. The depository 
institutions that are located in the 
affected check-processing regions and 
that include the routing numbers in 
their disclosure statements would be 
required to notify customers of the 
resulting change in availability under 
§ 229.18(e). However, all paperwork 
collection procedures associated with 
Regulation CC already are in place, and 
the Board accordingly anticipates that 
no additional burden will be imposed as 
a result of this rulemaking. 

List of Subjects in 12 CFR Part 229 

Banks, Banking, Reporting and 
recordkeeping requirements. 

Authority and Issuance 

� For the reasons set forth in the 
preamble, the Board is amending 12 
CFR part 229 to read as follows: 

PART 229—AVAILABILITY OF FUNDS 
AND COLLECTION OF CHECKS 
(REGULATION CC) 

� 1. The authority citation for part 229 
continues to read as follows: 

Authority: 12 U.S.C. 4001–4010, 12 U.S.C. 
5001–5018. 

� 2. In appendix A to part 229, 
introductory paragraph C is revised and 
the First and Third Federal Reserve 
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District routing symbol lists are 
amended by removing the headings and 
listings for the First Federal Reserve 
District and revising the listings for the 
Third Federal Reserve District. The 
revisions read as follows: 

Appendix A to Part 229—Routing 
Number Guide to Next-Day Availability 
Checks and Local Checks 

* * * * * 
C. Each Federal Reserve check-processing 

office is listed below, followed by the Federal 
Reserve routing symbols of the banks that are 
located within the check-processing region 
served by that office. Because some check- 
processing regions cross Federal Reserve 
District lines, there are some cases in which 
banks in different Federal Reserve Districts 
are located in the same check-processing 
region and therefore considered local to each 
other. For example, banks in Fairfield 
County, Connecticut are located in the 
Second District and have Second District 
routing symbols (0211 or 2211), but the head 
office of the Federal Reserve Bank of 
Philadelphia processes the checks of these 
banks. Thus, as indicated below, checks 
drawn on banks with 0211 or 2211 routing 
numbers would be local for banks served by 
the head office of the Federal Reserve Bank 
of Philadelphia. 

Third Federal Reserve District 

[Federal Reserve Bank of Philadelphia] 

Head Office 

01101 ................................................ 2110 
0111 .................................................. 2111 
0112 .................................................. 2112 
0113 .................................................. 2113 
0114 .................................................. 2114 
0115 .................................................. 2115 
0116 .................................................. 2116 
0117 .................................................. 2117 
0118 .................................................. 2118 
0119 .................................................. 2119 
0210 .................................................. 2210 
0211 .................................................. 2211 
0212 .................................................. 2212 
0213 .................................................. 2213 
0214 .................................................. 2214 
0215 .................................................. 2215 
0216 .................................................. 2216 
0219 .................................................. 2219 
0260 .................................................. 2260 
0280 .................................................. 2280 
0310 .................................................. 2310 
0311 .................................................. 2311 
0312 .................................................. 2312 
0313 .................................................. 2313 
0319 .................................................. 2319 
0360 .................................................. 2360 

1 The first two digits identify the bank’s Fed-
eral Reserve District. For example, 01 identi-
fies the First Federal Reserve District (Bos-
ton), and l2 identifies the Twelfth District (San 
Francisco). Adding 2 to the first digit denotes 
a thrift institution. For example, 21 identifies a 
thrift in the First District, and 32 denotes a 
thrift in the Twelfth District. 

* * * * * 
By order of the Board of Governors of the 

Federal Reserve System, acting through the 

Secretary of the Board under delegated 
authority, July 15, 2008. 
Jennifer J. Johnson, 
Secretary of the Board. 
[FR Doc. E8–16481 Filed 7–17–08; 8:45 am] 
BILLING CODE 6210–01–P 

SMALL BUSINESS ADMINISTRATION 

13 CFR Parts 121 and 123 

RIN 3245–AF41 

Small Business Size Standards: 
Inflation Adjustment to Size Standards, 
Business Loan Program, and Disaster 
Assistance Loan Program 

AGENCY: U.S. Small Business 
Administration. 
ACTION: Final rule. 

SUMMARY: This rule finalizes the U.S. 
Small Business Administration’s (SBA) 
December 6, 2005 interim final rule that 
amended monetary-based small 
business size standards for inflation. 
This rule adds an 8.7 percent increase 
to the inflation-adjusted size standards 
of the December 2005 interim final rule. 
This accounts for the inflation that has 
occurred since then. This rule also 
adopts the interim final rule’s two-step 
process for determining eligibility for 
SBA’s Business Loan and Economic 
Injury Disaster Loan (EIDL) Programs. 
Furthermore, the rule adopts the revised 
date that SBA uses to determine size 
status for purposes of EIDL applications 
for businesses located in declared 
disaster areas as a result of Hurricanes 
Katrina, Rita, and Wilma. 
DATES: Effective Date: This rule is 
effective on August 18, 2008. 
FOR FURTHER INFORMATION CONTACT: Carl 
Jordan, Office of Size Standards, (202) 
205–6618 or sizestandards@sba.gov. 
SUPPLEMENTARY INFORMATION: 

Inflation Adjustment 

On December 6, 2005, SBA increased 
by 8.7% most of its monetary-based 
small business size standards (e.g., 
receipts, net income, net worth, and 
financial assets) for the effects of 
inflation that had occurred since the 
time of the previous adjustment in 
February 2002 (70 FR 72577). Since 
then, the U.S. economy has experienced 
additional inflation, due in part to 
significant increases in the price of 
crude oil. Because of the rapid rate of 
increasing inflation and the important 
policy objective of maintaining the 
value of size standards in inflation- 
adjusted terms, SBA is further adjusting 
the size standards implemented in the 
2005 interim final rule. In all, this rule 

increases size standards since February 
2002 by 18.2 percent, that is, by an 
additional 8.7 percent over the 8.7 
percent increase in the 2005 interim 
final rule (1.087 × 1.087 = 1.182, or 18.2 
percent). This additional increase 
ensures that size standards are up-to- 
date for determining small business 
status and restores the eligibility of 
businesses that may have lost their 
small business status due solely to price 
level increases rather than from 
increases in business activity. 

The December 6, 2005 interim final 
rule increased SBA’s most common size 
standard for the retail trade and services 
industries (referred to as the 
‘‘nonmanufacturer anchor size 
standard’’) from $6.0 million in average 
annual receipts to $6.5 million. This 
rule further increases the 
nonmanufacturer anchor size standard 
to $7.0 million. This rule also increases 
other monetary-based size standards 
proportionately. For example, the 
interim final rule increased the size 
standard for Computer Systems Design 
Services (NAICS 541512) from $21 
million to $23 million. This rule 
increases that industry’s size standard to 
$25.0 million. 

The revisions adopted by this final 
rule demonstrate that SBA must stay 
abreast of changes in the economy to 
ensure that size standards are 
established at appropriate levels. To 
meet that objective, SBA is conducting 
a comprehensive review of all of its 
small business size standards over a 2- 
year period. This review will consist of 
a series of proposed rules beginning in 
2008 examining industries within a 
specific NAICS Industry Sector. SBA 
expects that, as a result of this 
comprehensive review, it will propose 
in the future additional revisions to 
certain size standards based on its 
evaluation of industry data. 

How SBA Adjusts Small Business Size 
Standards for Inflation 

For purposes of this final rule, SBA 
uses the same methodology as used in 
the 2005 interim final rule, but applies 
the most current inflation statistics 
available. The methodology is described 
below: 

1. Select a measure of inflation. SBA 
uses the chain-type price index for the 
Gross Domestic Product (GDP), a broad 
measure of inflation for the economy as 
a whole. The U.S. Department of 
Commerce, Bureau of Economic 
Analysis (BEA), publishes this index 
quarterly in its National Income and 
Product Accounts publications (Table 
1.1.4, Line 1). 

2. Select base period. For this rule, 
SBA selects the third quarter of 2001 as 
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the base period—the end period used 
for the February 2002 adjustment. Since 
this is a final rule to the interim final 
rule, it is more accurate to use the same 
starting period as for the December 2005 
adjustment than the end period of the 
interim final rule in order to make 
correct rounding adjustments. The 
chain-type price index for the GDP for 
the third quarter of 2001 was 102.690. 

3. Select end period. SBA selects the 
first quarter of 2008 as the end period 
for this inflation adjustment because it 
is the latest available quarterly data that 
BEA has published. The chain type 
price index for GDP then stood at 
121.363. 

4. Calculate the total rate of inflation. 
Based on the price indexes, inflation 
increased 18.2 percent from the base to 
the end periods ((121.363 ÷ 102.690) ¥ 

1.00) × 100 percent = 18.2 percent). 
5. Apply the adjustment to the 

monetary-based size standards. 
Multiply the size standards in effect 
prior to the interim final rule by 1.182, 
and round to the closest $0.5 million. 

Special Situations Regarding Inflation 
Adjustment 

1. Small Business Investment 
Company (SBIC) Program: Certain 
monetary-based size standards are not 
changed in this rule. Specifically, the 
size standards for agricultural industries 
and for ‘‘smaller enterprises’’ under the 
SBIC Program are set by statute and, 
therefore, cannot be changed through 
rulemaking. As with the 2005 interim 
final rule, SBA has elected not to change 

the SBIC Program’s small business 
alternate net worth and net income size 
standards. SBA increased the alternate 
net worth and net income size standards 
for the SBIC Program in 1994 threefold. 
Although inflation has increased since 
that time, SBA continues to believe that 
the SBIC size standard levels are 
sufficient to accomplish its program 
objectives. SBA received no comments 
on these size standards. Therefore, SBA 
is allowing the existing size standards to 
remain in place for the SBIC Program 
because no further increase is necessary 
at this time. 

2. Size Standards Adjusted Between 
2002–2005: As stated in the 2005 
interim final rule, the Agency has 
changed a number of monetary-based 
size standards since the February 2002 
inflation adjustment as a result of an in- 
depth review of industry characteristics. 
SBA is applying the full inflation 
adjustment percent to those monetary- 
based size standards as well. When SBA 
establishes or revises a size standard, it 
does so in relation to other existing size 
standards to ensure that industries with 
similar characteristics have similar size 
standards. To provide a smaller 
inflation adjustment due to the shorter 
time period for the calculation, while 
technically precise, would be 
inconsistent with the size standards 
decision-making process, and would in 
essence nullify part of the industry 
specific adjustments made between 
2002–2005 period. 

3. Size Standards Adjusted After 
2005: Since the time of the interim final 

rule SBA revised the size standard for 
the Security Guards and Patrol Services 
industry (NAICS 561612) from $11.5 
million in average annual receipts to 
$17 million. This revision was based on 
an in-depth review of the economic 
characteristics of businesses in that 
industry (71 FR 37490, June 30, 2006). 
SBA had proposed $15.5 million (70 FR 
68368, November 10, 2005), but 
adjusted the proposed size standard in 
the June 30, 2006, final rule to account 
for the December 6, 2005, inflation 
adjustment. As with that final rule, this 
inflation final rule will adjust the 
Security Guards and Patrol Services 
industry size standard to account for the 
additional inflation. Applying 18.2 
percent inflation to the $15.5 million 
size standard proposed in 2005 results 
in a new size standard of $18.5 million 
($15,500,000 x 1.182 = $18,321,000, 
rounded to the nearest $500,000 
increment, or $18,500,000). 

4. Program-Based Size Standards: 
Most SBA programs apply size 
standards established for industries 
defined by the North American Industry 
Classification System (NAICS). SBA has 
also established size standards on a 
program basis rather than an industry 
basis. These size standards are adjusted 
in the same manner as the industry- 
based size standards (except for the 
SBIC Program as discussed above). 
Table 1 lists the program-based size 
standards and the changes adopted by 
this rule. 

TABLE 1.—PROGRAM SIZE STANDARDS 

Program CFR citation 

Size standard in millions of dollars 

Base period 
size standard Measurement 

Inflation-ad-
justed size 
standard 

504 Program ......................................................... 13 CFR 121.301(b) ................... $7.0 
2.5 

Net Worth; Net Income $8.5 
3.0 

Surety Bond Guarantee Assistance ..................... 13 CFR 121.301(d) ................... 6.0 Average Annual Re-
ceipts.

7.0 

Sales of Government Property Other Than Man-
ufacturing (which uses employee-based size 
standards).

13 CFR 121.502 ....................... 6.0 Average Annual Re-
ceipts.

7.0 

Stockpile Purchases ............................................. 13 CFR 121.512 ....................... 48.5 Average Annual Re-
ceipts.

57.5 

Summary of Public Comments on the 
December 6, 2005 Interim Final Rule 

The December 6, 2005, interim final 
rule requested comments from the 
public, and SBA received 11 comments. 
Two of the commenters discussed issues 
unrelated to increasing size standards 
for inflation. The other nine 
commenters supported the increase. 

Three commenters, while they 
supported the increase, also indicated 
that the increase was not sufficient for 
a number of industries. One suggested 
that SBA use a different inflation index 
instead of the chain type price index for 
GDP. The commenter believes that this 
price index understates inflation. 
Alternatively, the commenter 
recommended that SBA increase size 

standards based on the degree to which 
employee compensation has increased. 
The two other commenters also 
contended that other factors, such as 
health benefit costs and costs unique to 
the waste collection industry, have 
caused their industries to experience 
higher rates of inflation than measured 
by the chain type price index for GDP. 
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SBA recognizes that inflation may not 
affect every industry equally at the same 
time. SBA’s small business size 
standards apply to a wide variety of 
Federal Government programs and to 
businesses engaged in multiple 
industries. Therefore, SBA must use a 
broad measure of inflation for the entire 
U.S. economy to determine the most 
appropriate rate of inflation by which to 
adjust all of its monetary-based size 
standards. 

Over the past several years, Federal 
statistical agencies, such as the U.S. 
Bureau of Labor Statistics, have 
developed new price indexes that may 
be more suitable for adjusting size 
standards for industries with monetary- 
based size standard. SBA will give 
consideration to the viability of those 
alternative inflation indexes in the 
future. 

SBA also believes that industry 
specific circumstances should be 
evaluated through an in-depth industry 
review. As mentioned above, SBA is 
conducting a comprehensive size 
standards review over the next 2 years. 
In doing so, above average inflationary 
pressures within an industry are likely 
to be captured. As in previous size 
standards adjustments, the public will 
have an opportunity to comment and 
provide SBA with probative data 
demonstrating the need for an 
additional adjustment. 

Determining Size Eligibility for SBA 
Business Loans and Economic Injury 
Disaster Loans 

SBA is adopting, without change, the 
revised two-step process for 
determining small business eligibility 
under its Business Loan and EIDL 
Programs established in the interim 
final rule. This provision determines 
size eligibility by the following steps: 

1. Determine the primary industry 
and size of the applicant alone (i.e., 
without affiliates). 

a. If the applicant alone does not meet 
the size standard for its industry, it is 
ineligible. 

b. If the applicant alone meets the size 
standard for its industry, and if it has 
affiliates, then this triggers the second 
step. 

2. Determine the primary industry 
and size of the applicant and all of its 
affiliates. If the applicant, together with 
its affiliates, does not exceed either (1) 
the size standard for the applicant’s 
primary industry or (2) the size standard 
for the primary industry of the applicant 
and its affiliates combined, whichever is 
the higher, the applicant is eligible. 

SBA’s experience with the two-step 
process for the financial related 
programs has demonstrated that it 

remedies the problems encountered 
with the previous regulation of 
determining small business eligibility 
by applying only the size standard 
applicable to the primary industry of the 
applicant. Furthermore, SBA received 
no public comments opposing this 
change or recommending a different 
approach. 

Determining the Size Status of 
Businesses Affected by the Hurricanes 
on the Date SBA Accepts EIDL 
Applications From Those Businesses 

SBA is also adopting as final the 
revision of the 2005 interim final rule 
pertaining to the date when size status 
is determined for purposes of EIDL 
applications submitted by businesses 
located in disaster areas declared as a 
result of Hurricanes Katrina, Rita, and 
Wilma (2005 Hurricanes). Current 
regulations at 13 CFR § 123.300(b) 
require an applicant for an EIDL loan to 
be small as of the date the disaster 
commenced, as set forth in the disaster 
declaration. For purposes of EIDL 
applications in response to the 2005 
Hurricanes, however, SBA had changed 
the date on which SBA determines size 
status of those businesses to ‘‘the date 
SBA accepts the application for 
processing.’’ This amendment has 
provided access to SBA’s EIDL Program 
for business that would have been 
otherwise ineligible based on the size 
standards in effect at the time of 2005 
Hurricanes but eligible under the 
inflation adjusted size standards that 
took effect within several months after 
these disasters. SBA received only one 
comment on this provision, which fully 
supported this change. 

Compliance With Executive Orders 
12866, 12988, and 13132, the 
Regulatory Flexibility Act (5 U.S.C. 
601–612) and the Paperwork Reduction 
Act (44 U.S.C. Ch. 35) 

The Office of Management and Budget 
(OMB) has determined that this rule is 
a significant regulatory action under 
section 3(f) of Executive Order 12866. A 
general discussion of the need for this 
regulatory action and its potential costs 
and benefits follows. 

1. Is there a need for the regulatory 
action? 

SBA’s statutory mission is to aid and 
assist small businesses through a variety 
of financial, procurement, business 
development, and advocacy programs. 
To assist effectively the intended 
beneficiaries of these programs, SBA 
must establish distinct definitions of 
which businesses are deemed small 
businesses. The Small Business Act (15 
U.S.C. 632(a)) (Act) delegates to the SBA 

Administrator the responsibility for 
establishing small business definitions. 
The Act also requires that small 
business definitions vary to reflect 
industry differences. The 
supplementary information to this final 
rule explains the approach SBA follows 
when adjusting size standards for 
inflation. Based on the rise in the 
general level of prices, SBA believes 
that an inflation adjustment to size 
standards is needed to reflect small 
businesses in industries with monetary- 
based size standards. 

2. What are the potential benefits and 
costs of this regulatory action? 

The benefits of increasing size 
standards to a more appropriate level 
will accrue to three groups: (1) 
Businesses that gain or regain small 
business status from the higher size 
standards and use small business 
assistance programs; (2) growing small 
businesses that may exceed the existing 
size standards in the near future; and (3) 
Federal agencies that award contracts 
under procurement programs that 
require small business status. 

The most significant benefit to 
businesses obtaining small business 
status because of this rule is eligibility 
for Federal small business assistance 
programs. Approximately 10,400 firms 
will gain small business status and 
become eligible for these programs, and 
for most cases regain their small 
business status. We note that the interim 
final rule estimated 11,600 affected 
businesses. This rule estimates the 
number of businesses affected by the 
additional increase to the size standards 
and essentially comprises a sub-group of 
the 11,600 businesses since the real 
value of the size standards has 
decreased since the time of the interim 
final rule. That is, many of the 
businesses gaining small business status 
as a result of the interim final rule have 
over time lost small business status 
because of the additional inflation since 
December 2005. These businesses 
account for 0.8 percent of total sales in 
the adjusted industries. They will 
benefit from SBA’s financial assistance 
programs, economic injury disaster 
loans and from Federal procurement 
programs for small businesses. These 
include 8(a) firms, small disadvantaged 
businesses, small businesses located in 
Historically Underutilized Business 
Zones (HUBZone), women-owned small 
businesses, veteran-owned small 
businesses, and service-disabled 
veteran-owned small businesses (SBVO 
SBCs). Also, on Federal contracts 
awarded through full and open 
competition, they can benefit after 
application of the HUBZone or small 
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disadvantaged business price evaluation 
preference. These programs assist small 
businesses to become more 
knowledgeable, stable and competitive 
business. 

SBA estimates that approximately 
$550 million in Federal prime contracts 
could be awarded to businesses 
becoming re-designated as small 
businesses under this rule. In fiscal 
years 2005–2006 (the latest fiscal year 
data available), small businesses 
averaged $46.8 billion per year out of 
$184.9 billion in Federal prime 
contracts in industries with monetary- 
based size standards. This estimate 
assumes that half of the re-defined small 
businesses participate in Federal 
contracting and they could obtain the 
same proportion of their industry share 
(one-half of 0.8 percent) of the 
remaining large business Federal 
contract awards (($184.9 billion ¥ $46.8 
billion = $138.8 billion) × 0.004 = 
$0.552 billion). 

SBA views the additional amount of 
projected contract activity as the 
potential amount of transfer from non- 
small to re-designated small businesses. 
This does not represent the creation of 
new contracting activity by the Federal 
Government, merely a possible transfer 
or reallocation to different sized 
businesses. 

Under the SBA’s 7(a) Guaranteed 
Loan Program, SBA estimates that 
approximately $73 million in new 
Federal loan guarantees could be made 
to these re-defined small businesses. In 
fiscal year 2007, small businesses in 
industries with monetary-based size 
standards received $12.1 billion in loan 
guarantees under the 7(a) loan program. 
Most of the re-defined small businesses 
have 50 or more employees. SBA 
guaranteed 937 loans worth $413 
million to small businesses with 50 or 
more employees. Based on the Census 
Bureau data, only about 1.6 percent of 
businesses within the size range of the 
re-defined small businesses participate 
in the 7(a) loan program. Assuming this 
level of participation, 166 additional 
loans could be guaranteed to the re- 
defined small businesses (10,400 × 
0.016 = 166). The value of these loans 
is estimated by multiplying the average 
size loan to small businesses with 50 or 
more employees, which is $441,000, by 
the number of additional loans 
($441,000 × 166 = $73,206,000). 

The re-defined small businesses will 
also benefit from SBA’s EIDL Program. 
Because this program is contingent on 
the occurrence and severity of disasters, 
SBA cannot make a meaningful estimate 
of benefits to victims of future disasters. 

To the extent that up to 10,400 
additional firms could become active in 

Federal small business programs, this 
may entail some additional 
administrative costs to the Federal 
Government. There will be more 
businesses eligible to enroll in the 
Central Contractor Registration (CCR) 
and to be verified for listing in the 
CCR’s Dynamic Small Business Search 
database. There likely will be more 
bidders on Federal procurement 
opportunities reserved for small 
businesses. Among businesses in this 
group seeking SBA assistance, there 
could be some additional costs 
associated with compliance and 
verification of small business status and 
protests of small business status. These 
costs are likely to generate minimal 
incremental administrative costs 
because processes are in place to handle 
these administrative requirements. 

The costs to the Federal Government 
may be higher on some Federal 
contracts. With a greater number of 
businesses defined as small, Federal 
agencies may be required or choose to 
set aside more contracts for competition 
among small businesses rather than 
using full and open competition. The 
movement from unrestricted to set-aside 
contracting is likely to result in 
competition among fewer bidders. In 
addition, higher costs may result if 
additional full and open contracts are 
awarded to HUBZone businesses 
because of a price evaluation preference. 
However, any additional costs 
associated with fewer bidders would 
likely be minor since, as a matter of 
policy, procurements are required or 
may be set aside for small businesses or 
reserved for the 8(a), SDVO, or 
HUBZone Programs only if awards are 
expected to be made at fair and 
reasonable prices. 

Moreover, with a small amount of 
estimated lending to the re-defined 
small businesses as discussed above, it 
is unlikely that currently-defined small 
businesses will be denied SBA financial 
assistance due to an increased pool of 
eligible small businesses. These 
additional loan guarantees estimated at 
$73 million will have little impact on 
the overall availability of loans for 
SBA’s 7(a) Business Loan Program, 
which amounted to more than $20 
billion in fiscal year 2007. 

The revision to the current monetary- 
based size standard is consistent with 
SBA’s statutory mandate to assist small 
businesses. This regulatory action 
promotes the Administration’s 
objectives. One of SBA’s goals in 
support of the Administration’s 
objectives is to help individual small 
businesses succeed through access to 
capital and credit, government 
contracts, and management and 

technical assistance. Reviewing and 
modifying size standards where 
appropriate, including periodic inflation 
adjustments, ensures that intended 
beneficiaries have access to small 
business programs designed to assist 
them. Size standards do not interfere 
with State, local, and tribal governments 
in the exercise of their government 
functions. In a few cases, state and local 
governments have voluntarily adopted 
SBA’s size standards for their programs 
to eliminate the need to establish an 
administrative mechanism to develop 
their own size standards. 

Executive Order 12988 
For purposes of Executive Order 

12988, SBA has drafted this rule, to the 
extent practicable, in accordance with 
the standards set forth in section 3 of 
that Order. 

Executive Order 13132 
This regulation will not have 

substantial direct effects on the States, 
on the relationship between the national 
government and the States, or on the 
distribution of power and responsibility 
among the various levels of government. 
Therefore, under Executive Order 
13132, SBA determines that this rule 
does not have sufficient federalism 
implications to warrant the preparation 
of a federalism assessment. 

Paperwork Reduction Act 
SBA has determined that this rule 

does not impose any new information 
collection requirements from SBA that 
require approval by OMB under the 
Paperwork Reduction Act of 1980, 44 
U.S.C. Ch. 35. 

Final Regulatory Flexibility Analysis 
Under the Regulatory Flexibility Act 

(RFA), this rule may have a significant 
impact on a substantial number of small 
entities. Immediately below, SBA sets 
forth a final regulatory flexibility 
analysis (FRFA). The FRFA addresses 
the reasons for promulgating the rule; 
the objectives of this rule; SBA’s 
descriptions and estimate of the number 
of small entities to which the rule will 
apply; the projected reporting record- 
keeping and other compliance 
requirements of the rule; the relevant 
Federal rules which may duplicate, 
overlap or conflict with the rule; and 
alternatives considered by SBA. 

1. What is the reason for this action? 

As discussed in the supplemental 
information, the purpose of this rule is 
to restore the small business eligibility 
of businesses that have grown above the 
size standard due to inflation rather 
than due to increased business activity. 
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A review of the latest inflation indexes 
indicates that inflation has increased a 
sufficient amount to warrant an increase 
to the current monetary-based size 
standards. 

2. What are the objectives and legal 
basis for the rule? 

The revision to the monetary-based 
size standards for inflation more 
appropriately defines the size of 
businesses. This rule merely restores 
small business eligibility in real terms. 
Section 3(a) of the Small Business Act 
(15 U.S.C. 632(a)) gives SBA the 
authority to establish and change size 
standards. Within its administrative 
discretion, SBA implemented a policy 
in its regulations to review the effect of 
inflation on size standards at least once 
every five years (13 CFR 121.102(c)) and 
make any changes as appropriate. As 
discussed in the supplementary 
information, inflation has increases at a 
sufficient level since the time of the 
interim final rule to warrant a further 
adjustment to size standards at this time 
rather than to re-assess the impact of 
inflation on size standards 5 years after 
the time of the interim final rule. 

3. What are SBA’s description and 
estimate of the number of small entities 
to which the rule will apply? 

The rule will apply to all businesses 
seeking benefits or preferences under 
Federal Government programs. These 
new size standards allow more 
businesses to be eligible for these 
programs. These programs are primarily 
in Federal Government procurement, 
such as small business set-asides, 8(a), 
SDB, HUBZone, and SDVO SBCs. SBA 
anticipates that about 10,400 additional 
businesses could be eligible to 
participate in Federal Government 
programs. This could increase 
competition among the current pool of 
small business concerns. However, it 
will also allow those businesses, now 
above the current size standards because 
of inflation and that can compete only 
on free and open procurements, to 
return to competing with other small 
businesses. 

4. Summary of significant issues raised 
by the public in response to the Initial 
Regulatory Flexibility Analysis in the 
December 6, 2005 Interim Final Rule 

The public raised no significant issues 
in response to the Initial Regulatory 
Flexibility Analysis in the December 6, 
2005 interim final rule. There were 11 
commenters to the interim final rule, 
two of whom did not comment on the 
issues raised. The other nine 
commenters supported the rule. SBA 

has summarized the comments above in 
the supplemental information. 

5. Will this rule impose any additional 
reporting or recordkeeping requirements 
on small business entities? 

This rule does not impose any new 
information collection requirements 
under the Paperwork Reduction Act of 
1980, 44 U.S.C. Ch. 35. A new size 
standard does not impose any 
additional reporting, recordkeeping or 
compliance requirements on small 
entities. Increasing size standards 
expands access to SBA programs that 
assist small businesses, but does not 
impose a regulatory burden because 
small business size standards neither 
regulate nor control business behavior. 

Section 212 of Small Business 
Regulatory Fairness Act (Pub. L. 104– 
121) requires an agency to publish one 
or more ‘‘small entity compliance 
guides’’ to assist small entities in 
complying with its rules. Although 
there are no new compliance 
requirements associated with small 
business size standards, there may be 
some small businesses not acquainted 
with small business size standards and 
their application to Federal 
procurement and other Federal 
Government programs. Therefore, SBA 
has published both its ‘‘Small Business 
Size Regulations’’ and its ‘‘Guide to Size 
Standards’’ to provide this assistance. 
Both of these are available on SBA’s 
Web site at http://www.sba.gov/size by 
selecting on the right hand side of the 
page ‘‘Size Regulations’’ and ‘‘Guide to 
Size Standards.’’ 

6. What are the relevant Federal rules 
that may duplicate, overlap or conflict 
with this rule? 

This rule does not overlap with other 
Federal rules that use SBA’s size 
standards to define a small business. 
Under Section 3(a)(2)(C) of the Small 
Business Act, 15 U.S.C. 632(a)(2)(c), 
unless specifically authorized by 
statute, Federal agencies must use SBA’s 
size standards to define a small 
business. In 1995, SBA published in the 
Federal Register a list of statutory and 
regulatory size standards that identified 
the application of SBA’s size standards 
as well as other size standards used by 
Federal agencies (60 FR 57988–57991, 
dated November 24, 1995). SBA is not 
aware of any Federal rule that would 
duplicate or conflict with establishing 
size standards. 

Other Federal agencies also may use 
SBA size standards for a variety of 
regulatory and program purposes. If 
such a case exists where an SBA size 
standard is not appropriate, an agency 
may establish its own size standards 

with the approval of the SBA 
Administrator (see 13 CFR 121.902– 
903). For purposes of a regulatory 
flexibility analysis, agencies must 
consult with SBA’s Office of Advocacy 
when developing size standards for its 
programs. (13 CFR 121.903(c)). 

7. What alternatives did SBA consider? 

Because all relevant comments 
supported increasing size standards for 
inflation, SBA’s only other 
consideration was whether to adopt the 
size standards presented in the interim 
final rule with no further increase for 
the inflation. However, SBA believes 
that the additional 7.7 percent inflation 
that has occurred since the time of the 
interim final rule sufficiently effects the 
real value of the size standards to 
warrant applying an additional increase 
at this time. Otherwise, the benefits 
achieved by the December 6, 2005 
adjustment would essentially be lost 
and not restored in a timely manner. 

List of Subjects 

13 CFR Part 121 

Administrative practice and 
procedure, Government procurement, 
Government property, Grant programs— 
business, Individuals with disabilities, 
Loan programs—business, Reporting 
and recordkeeping requirements, Small 
businesses. 

13 CFR Part 123 

Disaster assistance, Loan programs— 
business, Reporting and recordkeeping 
requirements, Small Businesses, 
Terrorism. 
� For the reasons set forth in the 
preamble, SBA amends 13 CFR Parts 
121 and 123 as follows: 

PART 121—SMALL BUSINESS SIZE 
REGULATIONS 

� 1. The authority citation for part 121 
continues to read as follows: 

Authority: 15 U.S.C. 632, 634(b)(6), 636(b), 
637(a), 644, 657(a), 657(f), and 662(5); and 
Pub. L. 105–135, Sec. 401, et seq., 111 Stat, 
2592. 

� 2. Amend the table in § 121.201 as 
follows: 
� A. Revise entries 112310, 113110, and 
113210; 
� B. Revise Subsector 115; 
� C. Revise entries 213112 through 
213115; 
� D. Revise entries 221310, 221320, and 
221330; 
� E. Revise Sector 23; 
� F. Revise Sector 44–45; 
� G. Revise entries 481211, 481212, and 
481219; 
� H. Revise Subsectors 484 and 485; 
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� I. Revise entries 486210 and 486990; 
� J. Revise Subsectors 487, 488, and 
491; 
� K. Revise entry 492210; 
� L. Revise Subsector 493; 
� M. Revise entries 511210 through 
512290; 
� N. Revise Subsector 515; 
� O. Revise entries 517410 and 517919; 
� P. Revise Subsector 518; 

� Q. Revise entries 519110, 519120, and 
519190; 
� R. Revise Subsector 522 and 523; 
� S. Revise entries 524113 through 
524114, and 524127 through 524298; 
� T. Revise Subsectors 525, 531, 532 
and 533; 
� U. Revise entries 541110 through 
541690; 

� V. Revise entries 541720 through 
541990; 
� W. Revise Sectors 55, 56, 61, 62, 71, 
72, and 81; and, 
� X. Revise footnotes 9 and 15. 

§ 121.201 What size standards has SBA 
identified by North American Industry 
Classification System codes? 

SMALL BUSINESS SIZE STANDARDS BY NAICS INDUSTRY 

NAICS codes NAICS U.S. industry title 
Size standards 
in millions of 

dollars 

Size standards 
in number of 
employees 

Sector 11—Agriculture, Forestry, Fishing and Hunting 

* * * * * * * 

Subsector 112—Animal Production 

* * * * * * * 
112310 .............. Chicken Egg Production ........................................................................................................... $12.5 ........................

* * * * * * * 

Subsector 113—Forestry and Logging 

113110 .............. Timber Tract Operations .......................................................................................................... $7.0 ........................
113210 .............. Forest Nurseries and Gathering of Forest Products ................................................................ $7.0 ........................

* * * * * * * 

Subsector 114—Fishing, Hunting and Trapping 

114111 .............. Finfish Fishing .......................................................................................................................... $4.0 ........................
114112 .............. Shellfish Fishing ....................................................................................................................... $4.0 ........................
114119 .............. Other Marine Fishing ................................................................................................................ $4.0 ........................
114210 .............. Hunting and Trapping ............................................................................................................... $4.0 ........................

Subsector 115—Support Activities for Agriculture and Forestry 

115111 .............. Cotton Ginning .......................................................................................................................... $7.0 ........................
115112 .............. Soil Preparation, Planting, and Cultivating ............................................................................... $7.0 ........................
115113 .............. Crop Harvesting, Primarily by Machine .................................................................................... $7.0 ........................
115114 .............. Postharvest Crop Activities (except Cotton Ginning) ............................................................... $7.0 ........................
115115 .............. Farm Labor Contractors and Crew Leaders ............................................................................ $7.0 ........................
115116 .............. Farm Management Services .................................................................................................... $7.0 ........................
115210 .............. Support Activities for Animal Production .................................................................................. $7.0 ........................
115310 .............. Support Activities for Forestry .................................................................................................. $7.0 ........................
Except, .............. Forest Fire Suppression 17 ....................................................................................................... 17 $17.5 ........................
Except, .............. Fuels Management Services 17 ................................................................................................ 17 $17.5 ........................

Sector 21—Mining, Quarrying, and Oil and Gas Extraction 

* * * * * * * 

Subsector 213—Support Activities for Mining 

* * * * * * * 
213112 .............. Support Activities for Oil and Gas Operations ......................................................................... $7.0 ........................
213113 .............. Support Activities for Coal Mining ............................................................................................ $7.0 ........................
213114 .............. Support Activities for Metal Mining ........................................................................................... $7.0 ........................
213115 .............. Support Activities for Nonmetallic Minerals (except Fuels) ...................................................... $7.0 ........................

Sector 22—Utilities 

Subsector 221—Utilities 
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SMALL BUSINESS SIZE STANDARDS BY NAICS INDUSTRY—Continued 

NAICS codes NAICS U.S. industry title 
Size standards 
in millions of 

dollars 

Size standards 
in number of 
employees 

* * * * * * * 
221310 .............. Water Supply and Irrigation Systems ....................................................................................... $7.0 ........................
221320 .............. Sewage Treatment Facilities .................................................................................................... $7.0 ........................
221330 .............. Steam and Air-Conditioning Supply ......................................................................................... $12.5 ........................

Sector 23—Construction 

Subsector 236—Construction of Buildings 

236115 .............. New Single-Family Housing Construction (except Operative Builders) ................................... $33.5 ........................
236116 .............. New Multifamily Housing Construction (except Operative Builders) ........................................ $33.5 ........................
236117 .............. New Housing Operative Builders ............................................................................................. $33.5 ........................
236118 .............. Residential Remodelers ........................................................................................................... $33.5 ........................
236210 .............. Industrial Building Construction ................................................................................................ $33.5 ........................
236220 .............. Commercial and Institutional Building Construction ................................................................. $33.5 ........................

Subsector 237—Heavy and Civil Engineering Construction 

237110 .............. Water and Sewer Line and Related Structures Construction .................................................. $33.5 ........................
237120 .............. Oil and Gas Pipeline and Related Structures Construction ..................................................... $33.5 ........................
237130 .............. Power and Communication Line and Related Structures Construction ................................... $33.5 ........................
237210 .............. Land Subdivision ...................................................................................................................... $7.0 ........................
237310 .............. Highway, Street, and Bridge Construction ............................................................................... $33.5 ........................
237990 .............. Other Heavy and Civil Engineering Construction ..................................................................... $33.5 ........................
Except, .............. Dredging and Surface Cleanup Activities 2 .............................................................................. 2 $20.0 ........................

Subsector 238—Specialty Trade Contractors 

238110 .............. Poured Concrete Foundation and Structure Contractors ........................................................ $14.0 ........................
238120 .............. Structural Steel and Precast Concrete Contractors ................................................................. $14.0 ........................
238130 .............. Framing Contractors ................................................................................................................. $14.0 ........................
238140 .............. Masonry Contractors ................................................................................................................ $14.0 ........................
238150 .............. Glass and Glazing Contractors ................................................................................................ $14.0 ........................
238160 .............. Roofing Contractors .................................................................................................................. $14.0 ........................
238170 .............. Siding Contractors .................................................................................................................... $14.0 ........................
238190 .............. Other Foundation, Structure, and Building Exterior Contractors ............................................. $14.0 ........................
238210 .............. Electrical Contractors and Other Wiring Installation Contractors ............................................. $14.0 ........................
238220 .............. Plumbing, Heating, and Air-Conditioning Contractors .............................................................. $14.0 ........................
238290 .............. Other Building Equipment Contractors ..................................................................................... $14.0 ........................
238310 .............. Drywall and Insulation Contractors .......................................................................................... $14.0 ........................
238320 .............. Painting and Wall Covering Contractors .................................................................................. $14.0 ........................
238330 .............. Flooring Contractors ................................................................................................................. $14.0 ........................
238340 .............. Tile and Terrazzo Contractors .................................................................................................. $14.0 ........................
238350 .............. Finish Carpentry Contractors ................................................................................................... $14.0 ........................
238390 .............. Other Building Finishing Contractors ....................................................................................... $14.0 ........................
238910 .............. Site Preparation Contractors .................................................................................................... $14.0 ........................
238990 .............. All Other Specialty Trade Contractors ...................................................................................... $14.0 ........................
Except, .............. Building and Property Specialty Trade Services 13 .................................................................. 13 $14.0 ........................

* * * * * * * 

Sector 44–45—Retail Trade 

(Not applicable to Government procurement of supplies. The nonmanufacturer size standard of 500 employees shall be used for purposes of 
Government procurement of supplies.) 

Subsector 441—Motor Vehicle and Parts Dealers 

441110 .............. New Car Dealers ...................................................................................................................... $29.0 ........................
441120 .............. Used Car Dealers ..................................................................................................................... $23.0 ........................
441210 .............. Recreational Vehicle Dealers ................................................................................................... $7.0 ........................
441221 .............. Motorcycle, ATV, and Personal Watercraft Dealers ................................................................ $7.0 ........................
441222 .............. Boat Dealers ............................................................................................................................. $7.0 ........................
441229 .............. All Other Motor Vehicle Dealers ............................................................................................... $7.0 ........................
Except, .............. Aircraft Dealers, Retail ............................................................................................................. $10.0 ........................
441310 .............. Automotive Parts and Accessories Stores ............................................................................... $7.0 ........................
441320 .............. Tire Dealers .............................................................................................................................. $7.0 ........................

Subsector 442—Furniture and Home Furnishings Stores 

442110 .............. Furniture Stores ........................................................................................................................ $7.0 ........................
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SMALL BUSINESS SIZE STANDARDS BY NAICS INDUSTRY—Continued 

NAICS codes NAICS U.S. industry title 
Size standards 
in millions of 

dollars 

Size standards 
in number of 
employees 

442210 .............. Floor Covering Stores .............................................................................................................. $7.0 ........................
442291 .............. Window Treatment Stores ........................................................................................................ $7.0 ........................
442299 .............. All Other Home Furnishings Stores ......................................................................................... $7.0 ........................

Subsector 443—Electronics and Appliance Stores 

443111 .............. Household Appliance Stores .................................................................................................... $9.0 ........................
443112 .............. Radio, Television and Other Electronics Stores ...................................................................... $9.0 ........................
443120 .............. Computer and Software Stores ................................................................................................ $9.0 ........................
443130 .............. Camera and Photographic Supplies Stores ............................................................................. $7.0 ........................

Subsector 444—Building Material and Garden Equipment and Supplies Dealers 

444110 .............. Home Centers .......................................................................................................................... $7.0 ........................
444120 .............. Paint and Wallpaper Stores ..................................................................................................... $7.0 ........................
444130 .............. Hardware Stores ....................................................................................................................... $7.0 ........................
444190 .............. Other Building Material Dealers ............................................................................................... $7.0 ........................
444210 .............. Outdoor Power Equipment Stores ........................................................................................... $7.0 ........................
444220 .............. Nursery and Garden Centers ................................................................................................... $7.0 ........................

Subsector 445—Food and Beverage Stores 

445110 .............. Supermarkets and Other Grocery (except Convenience) Stores ............................................ $27.0 ........................
445120 .............. Convenience Stores ................................................................................................................. $27.0 ........................
445210 .............. Meat Markets ............................................................................................................................ $7.0 ........................
445220 .............. Fish and Seafood Markets ....................................................................................................... $7.0 ........................
445230 .............. Fruit and Vegetable Markets .................................................................................................... $7.0 ........................
445291 .............. Baked Goods Stores ................................................................................................................ $7.0 ........................
445292 .............. Confectionery and Nut Stores .................................................................................................. $7.0 ........................
445299 .............. All Other Specialty Food Stores ............................................................................................... $7.0 ........................
445310 .............. Beer, Wine and Liquor Stores .................................................................................................. $7.0 ........................

Subsector 446—Health and Personal Care Stores 

446110 .............. Pharmacies and Drug Stores ................................................................................................... $7.0 ........................
446120 .............. Cosmetics, Beauty Supplies and Perfume Stores ................................................................... $7.0 ........................
446130 .............. Optical Goods Stores ............................................................................................................... $7.0 ........................
446191 .............. Food (Health) Supplement Stores ............................................................................................ $7.0 ........................
446199 .............. All Other Health and Personal Care Stores ............................................................................. $7.0 ........................

Subsector 447—Gasoline Stations 

447110 .............. Gasoline Stations with Convenience Stores ............................................................................ $27.0 ........................
447190 .............. Other Gasoline Stations ........................................................................................................... $9.0 ........................

Subsector 448—Clothing and Clothing Accessories Stores 

448110 .............. Men’s Clothing Stores .............................................................................................................. $9.0 ........................
448120 .............. Women’s Clothing Stores ......................................................................................................... $9.0 ........................
448130 .............. Children’s and Infants’ Clothing Stores .................................................................................... $7.0 ........................
448140 .............. Family Clothing Stores ............................................................................................................. $9.0 ........................
448150 .............. Clothing Accessories Stores .................................................................................................... $7.0 ........................
448190 .............. Other Clothing Stores ............................................................................................................... $7.0 ........................
448210 .............. Shoe Stores .............................................................................................................................. $9.0 ........................
448310 .............. Jewelry Stores .......................................................................................................................... $7.0 ........................
448320 .............. Luggage and Leather Goods Stores ........................................................................................ $7.0 ........................

Subsector 451—Sporting Good, Hobby, Book and Music Stores 

451110 .............. Sporting Goods Stores ............................................................................................................. $7.0 ........................
451120 .............. Hobby, Toy and Game Stores ................................................................................................. $7.0 ........................
451130 .............. Sewing, Needlework and Piece Goods Stores ........................................................................ $7.0 ........................
451140 .............. Musical Instrument and Supplies Stores .................................................................................. $7.0 ........................
451211 .............. Book Stores .............................................................................................................................. $7.0 ........................
451212 .............. News Dealers and Newsstands ............................................................................................... $7.0 ........................
451220 .............. Prerecorded Tape, Compact Disc and Record Stores ............................................................ $7.0 ........................

Subsector 452—General Merchandise Stores 

452111 .............. Department Stores (except Discount Department Stores) ....................................................... $27.0 ........................
452112 .............. Discount Department Stores .................................................................................................... $27.0 ........................
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452910 .............. Warehouse Clubs and Superstores ......................................................................................... $27.0 ........................
452990 .............. All Other General Merchandise Stores .................................................................................... $11.0 ........................

Subsector 453—Miscellaneous Store Retailers 

453110 .............. Florists ...................................................................................................................................... $7.0 ........................
453210 .............. Office Supplies and Stationery Stores ..................................................................................... $7.0 ........................
453220 .............. Gift, Novelty and Souvenir Stores ............................................................................................ $7.0 ........................
453310 .............. Used Merchandise Stores ........................................................................................................ $7.0 ........................
453910 .............. Pet and Pet Supplies Stores .................................................................................................... $7.0 ........................
453920 .............. Art Dealers ................................................................................................................................ $7.0 ........................
453930 .............. Manufactured (Mobile) Home Dealers ..................................................................................... $13.0 ........................
453991 .............. Tobacco Stores ........................................................................................................................ $7.0 ........................
453998 .............. All Other Miscellaneous Store Retailers (except Tobacco Stores) .......................................... $7.0 ........................

Subsector 454—Nonstore Retailers 

454111 .............. Electronic Shopping .................................................................................................................. $25.0 ........................
454112 .............. Electronic Auctions ................................................................................................................... $25.0 ........................
454113 .............. Mail-Order Houses ................................................................................................................... $25.0 ........................
454210 .............. Vending Machine Operators ..................................................................................................... $7.0 ........................
454311 .............. Heating Oil Dealers .................................................................................................................. $12.5 ........................
454312 .............. Liquefied Petroleum Gas (Bottled Gas) Dealers ...................................................................... $7.0 ........................
454319 .............. Other Fuel Dealers ................................................................................................................... $7.0 ........................
454390 .............. Other Direct Selling Establishments ......................................................................................... $7.0 ........................

Sector 48–49—Transportation and Warehousing 

Subsector 481—Air Transportation 

* * * * * * * 
481211 .............. Nonscheduled Chartered Passenger Air Transportation ......................................................... ........................ 1,500 
Except, .............. Offshore Marine Air Transportation Services ........................................................................... $28.0 ........................
481212 .............. Nonscheduled Chartered Freight Air Transportation ............................................................... ........................ 1,500 
Except, .............. Offshore Marine Air Transportation Services ........................................................................... $28.0 ........................
481219 .............. Other Nonscheduled Air Transportation ................................................................................... $7.0 ........................

* * * * * * * 

Subsector 484—Truck Transportation 

484110 .............. General Freight Trucking, Local ............................................................................................... $25.5 ........................
484121 .............. General Freight Trucking, Long-Distance, Truckload .............................................................. $25.5 ........................
484122 .............. General Freight Trucking, Long-Distance, Less Than Truckload ............................................ $25.5 ........................
484210 .............. Used Household and Office Goods Moving ............................................................................. $25.5 ........................
484220 .............. Specialized Freight (except Used Goods) Trucking, Local ...................................................... $25.5 ........................
484230 .............. Specialized Freight (except Used Goods) Trucking, Long-Distance ....................................... $25.5 ........................

Subsector 485—Transit and Ground Passenger Transportation 

485111 .............. Mixed Mode Transit Systems ................................................................................................... $7.0 ........................
485112 .............. Commuter Rail Systems ........................................................................................................... $7.0 ........................
485113 .............. Bus and Motor Vehicle Transit Systems .................................................................................. $7.0 ........................
485119 .............. Other Urban Transit Systems ................................................................................................... $7.0 ........................
485210 .............. Interurban and Rural Bus Transportation ................................................................................. $7.0 ........................
485310 .............. Taxi Service .............................................................................................................................. $7.0 ........................
485320 .............. Limousine Service .................................................................................................................... $7.0 ........................
485410 .............. School and Employee Bus Transportation ............................................................................... $7.0 ........................
485510 .............. Charter Bus Industry ................................................................................................................ $7.0 ........................
485991 .............. Special Needs Transportation .................................................................................................. $7.0 ........................
485999 .............. All Other Transit and Ground Passenger Transportation ........................................................ $7.0 ........................

Subsector 486—Pipeline Transportation 

* * * * * * * 
486210 .............. Pipeline Transportation of Natural Gas .................................................................................... $7.0 ........................
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* * * * * * * 
486990 .............. All Other Pipeline Transportation ............................................................................................. $34.5 ........................

Subsector 487—Scenic and Sightseeing Transportation 

487110 .............. Scenic and Sightseeing Transportation, Land ......................................................................... $7.0 ........................
487210 .............. Scenic and Sightseeing Transportation, Water ........................................................................ $7.0 ........................
487990 .............. Scenic and Sightseeing Transportation, Other ........................................................................ $7.0 ........................

Subsector 488—Support Activities for Transportation 

488111 .............. Air Traffic Control ..................................................................................................................... $7.0 ........................
488119 .............. Other Airport Operations .......................................................................................................... $7.0 ........................
488190 .............. Other Support Activities for Air Transportation ........................................................................ $7.0 ........................
488210 .............. Support Activities for Rail Transportation ................................................................................. $7.0 ........................
488310 .............. Port and Harbor Operations ..................................................................................................... $25.5 ........................
488320 .............. Marine Cargo Handling ............................................................................................................ $25.5 ........................
488330 .............. Navigational Services to Shipping ............................................................................................ $7.0 ........................
488390 .............. Other Support Activities for Water Transportation ................................................................... $7.0 ........................
488410 .............. Motor Vehicle Towing ............................................................................................................... $7.0 ........................
488490 .............. Other Support Activities for Road Transportation .................................................................... $7.0 ........................
488510 .............. Freight Transportation Arrangement 10 ..................................................................................... 10 $7.0 ........................
Except, .............. Non-Vessel Owning Common Carriers and Household Goods Forwarders ........................... $25.5 ........................
488991 .............. Packing and Crating ................................................................................................................. $25.5 ........................
488999 .............. All Other Support Activities for Transportation ......................................................................... $7.0 ........................

Subsector 491—Postal Service 

491110 .............. Postal Service ........................................................................................................................... $7.0 ........................

Subsector 492—Couriers and Messengers 

* * * * * * * 
492210 .............. Local Messengers and Local Delivery ..................................................................................... $25.5 ........................

Subsector 493—Warehousing and Storage 

493110 .............. General Warehousing and Storage .......................................................................................... $25.5 ........................
493120 .............. Refrigerated Warehousing and Storage ................................................................................... $25.5 ........................
493130 .............. Farm Product Warehousing and Storage ................................................................................ $25.5 ........................
493190 .............. Other Warehousing and Storage ............................................................................................. $25.5 ........................

Sector 51—Information 

Subsector 511—Publishing Industries (except Internet) 

* * * * * * * 
511210 .............. Software Publishers .................................................................................................................. $25.0 ........................

Subsector 512—Motion Picture and Sound Recording Industries 

512110 .............. Motion Picture and Video Production ....................................................................................... $29.5 ........................
512120 .............. Motion Picture and Video Distribution ...................................................................................... $29.5 ........................
512131 .............. Motion Picture Theaters (except Drive-Ins) .............................................................................. $7.0 ........................
512132 .............. Drive-In Motion Picture Theaters ............................................................................................. $7.0 ........................
512191 .............. Teleproduction and Other Postproduction Services ................................................................ $29.5 ........................
512199 .............. Other Motion Picture and Video Industries .............................................................................. $7.0 ........................
512210 .............. Record Production .................................................................................................................... $7.0 ........................

* * * * * * * 
512240 .............. Sound Recording Studios ......................................................................................................... $7.0 ........................
512290 .............. Other Sound Recording Industries ........................................................................................... $7.0 ........................

Subsector 515—Broadcasting (except Internet) 

515111 .............. Radio Networks ........................................................................................................................ $7.0 ........................
515112 .............. Radio Stations .......................................................................................................................... $7.0 ........................
515120 .............. Television Broadcasting ........................................................................................................... $14.0 ........................
515210 .............. Cable and Other Subscription Programming ........................................................................... $15.0 ........................
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Subsector 517—Telecommunications 

* * * * * * * 
517410 .............. Satellite Telecommunications ................................................................................................... $15.0 ........................

* * * * * * * 
517919 .............. All Other Telecommunications ................................................................................................. $25.0 ........................

Subsector 518—Data Processing, Hosting, and Related Services 

518210 .............. Data Processing, Hosting, and Related Services .................................................................... $25.0 ........................

Subsector 519—Other Information Services 

519110 .............. News Syndicates ...................................................................................................................... $7.0 ........................
519120 .............. Libraries and Archives .............................................................................................................. $7.0 ........................

* * * * * * * 
519190 .............. All Other Information Services ................................................................................................. $7.0 ........................

Sector 52—Finance and Insurance 

Subsector 522—Credit Intermediation and Related Activities 

522110 .............. Commercial Banking 8 .............................................................................................................. 8 $175 million 
in assets 

522120 .............. Savings Institutions 8 ................................................................................................................. 8 $175 million 
in assets 

........................

522130 .............. Credit Unions 8 .......................................................................................................................... 8 $175 million 
in assets 

........................

522190 .............. Other Depository Credit Intermediation 8 .................................................................................. 8 $175 million 
in assets 

........................

522210 .............. Credit Card Issuing 8 ................................................................................................................. 8 $175 million 
in assets 

........................

522220 .............. Sales Financing ........................................................................................................................ $7.0 ........................
522291 .............. Consumer Lending ................................................................................................................... $7.0 ........................
522292 .............. Real Estate Credit .................................................................................................................... $7.0 ........................
522293 .............. International Trade Financing 8 ................................................................................................. 8 $175 million 

in assets 
........................

522294 .............. Secondary Market Financing .................................................................................................... $7.0 ........................
522298 .............. All Other Non-Depository Credit Intermediation ....................................................................... $7.0 ........................
522310 .............. Mortgage and Nonmortgage Loan Brokers .............................................................................. $7.0 ........................
522320 .............. Financial Transactions Processing, Reserve, and Clearing House Activities ......................... $7.0 ........................
522390 .............. Other Activities Related to Credit Intermediation ..................................................................... $7.0 ........................

Subsector 523—Securities, Commodity Contracts, and Other Financial Investments and Related Activities 

523110 .............. Investment Banking and Securities Dealing ............................................................................ $7.0 ........................
523120 .............. Securities Brokerage ................................................................................................................ $7.0 ........................
523130 .............. Commodity Contracts Dealing .................................................................................................. $7.0 ........................
523140 .............. Commodity Contracts Brokerage ............................................................................................. $7.0 ........................
523210 .............. Securities and Commodity Exchanges .................................................................................... $7.0 ........................
523910 .............. Miscellaneous Intermediation ................................................................................................... $7.0 ........................
523920 .............. Portfolio Management .............................................................................................................. $7.0 ........................
523930 .............. Investment Advice .................................................................................................................... $7.0 ........................
523991 .............. Trust, Fiduciary and Custody Activities .................................................................................... $7.0 ........................
523999 .............. Miscellaneous Financial Investment Activities ......................................................................... $7.0 ........................

Subsector 524—Insurance Carriers and Related Activities 

524113 .............. Direct Life Insurance Carriers .................................................................................................. $7.0 ........................
524114 .............. Direct Health and Medical Insurance Carriers ......................................................................... $7.0 ........................

* * * * * * * 
524127 .............. Direct Title Insurance Carriers ................................................................................................. $7.0 ........................
524128 .............. Other Direct Insurance (except Life, Health and Medical) Carriers ......................................... $7.0 ........................
524130 .............. Reinsurance Carriers ................................................................................................................ $7.0 ........................
524210 .............. Insurance Agencies and Brokerages ....................................................................................... $7.0 ........................
524291 .............. Claims Adjusting ....................................................................................................................... $7.0 ........................
524292 .............. Third Party Administration of Insurance and Pension Funds .................................................. $7.0 ........................
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524298 .............. All Other Insurance Related Activities ...................................................................................... $7.0 ........................

Subsector 525—Funds, Trusts and Other Financial Vehicles 

525110 .............. Pension Funds .......................................................................................................................... $7.0 ........................
525120 .............. Health and Welfare Funds ....................................................................................................... $7.0 ........................
525190 .............. Other Insurance Funds ............................................................................................................. $7.0 ........................
525910 .............. Open-End Investment Funds ................................................................................................... $7.0 ........................
525920 .............. Trusts, Estates, and Agency Accounts .................................................................................... $7.0 ........................
525930 .............. Real Estate Investment Trusts ................................................................................................. $7.0 ........................
525990 .............. Other Financial Vehicles .......................................................................................................... $7.0 ........................

Sector 53—Real Estate and Rental and Leasing 

Subsector 531—Real Estate 

531110 .............. Lessors of Residential Buildings and Dwellings ....................................................................... $7.0 ........................
531120 .............. Lessors of Nonresidential Buildings (except Miniwarehouses) ................................................ $7.0 ........................
531130 .............. Lessors of Miniwarehouses and Self Storage Units ................................................................ $25.5 ........................
531190 .............. Lessors of Other Real Estate Property .................................................................................... $7.0 ........................
Except, .............. Leasing of Building Space to Federal Government by Owners 9 ............................................ 9 $20.5 ........................
531210 .............. Offices of Real Estate Agents and Brokers 10 .......................................................................... 10 $2.0 ........................
531311 .............. Residential Property Managers ................................................................................................ $2.0 ........................
531312 .............. Nonresidential Property Managers ........................................................................................... $2.0 ........................
531320 .............. Offices of Real Estate Appraisers ............................................................................................ $2.0 ........................
531390 .............. Other Activities Related to Real Estate .................................................................................... $2.0 ........................

Subsector 532—Rental and Leasing Services 

532111 .............. Passenger Car Rental .............................................................................................................. $25.5 ........................
532112 .............. Passenger Car Leasing ............................................................................................................ $25.5 ........................
532120 .............. Truck, Utility Trailer, and RV (Recreational Vehicle) Rental and Leasing ............................... $25.5 ........................
532210 .............. Consumer Electronics and Appliances Rental ......................................................................... $7.0 ........................
532220 .............. Formal Wear and Costume Rental ........................................................................................... $7.0 ........................
532230 .............. Video Tape and Disc Rental .................................................................................................... $7.0 ........................
532291 .............. Home Health Equipment Rental ............................................................................................... $7.0 ........................
532292 .............. Recreational Goods Rental ...................................................................................................... $7.0 ........................
532299 .............. All Other Consumer Goods Rental .......................................................................................... $7.0 ........................
532310 .............. General Rental Centers ............................................................................................................ $7.0 ........................
532411 .............. Commercial Air, Rail, and Water Transportation Equipment Rental and Leasing .................. $7.0 ........................
532412 .............. Construction, Mining and Forestry Machinery and Equipment Rental and Leasing ............... $7.0 ........................
532420 .............. Office Machinery and Equipment Rental and Leasing ............................................................. $25.0 ........................
532490 .............. Other Commercial and Industrial Machinery and Equipment Rental and Leasing .................. $7.0 ........................

Subsector 533—Lessors of Nonfinancial Intangible Assets (except Copyrighted Works) 

533110 .............. Lessors of Nonfinancial Intangible Assets (except Copyrighted Works) ................................. $7.0 ........................

Sector 54—Professional, Scientific and Technical Services 

Subsector 541—Professional, Scientific and Technical Services 

541110 .............. Offices of Lawyers .................................................................................................................... $7.0 ........................
541191 .............. Title Abstract and Settlement Offices ....................................................................................... $7.0 ........................
541199 .............. All Other Legal Services ........................................................................................................... $7.0 ........................
541211 .............. Offices of Certified Public Accountants .................................................................................... $8.5 ........................
541213 .............. Tax Preparation Services ......................................................................................................... $7.0 ........................
541214 .............. Payroll Services ........................................................................................................................ $8.5 ........................
541219 .............. Other Accounting Services ....................................................................................................... $8.5 ........................
541310 .............. Architectural Services ............................................................................................................... $4.5 ........................
541320 .............. Landscape Architectural Services ............................................................................................ $7.0 ........................
541330 .............. Engineering Services ................................................................................................................ $4.5 ........................
Except, .............. Military and Aerospace Equipment and Military Weapons ...................................................... $27.0 ........................
Except, .............. Contracts and Subcontracts for Engineering Services Awarded Under the National Energy 

Policy Act of 1992.
$27.0 ........................

Except, .............. Marine Engineering and Naval Architecture ............................................................................ $18.5 ........................
541340 .............. Drafting Services ...................................................................................................................... $7.0 ........................
Except, .............. Map Drafting ............................................................................................................................. $4.5 ........................
541350 .............. Building Inspection Services .................................................................................................... $7.0 ........................
541360 .............. Geophysical Surveying and Mapping Services ........................................................................ $4.5 ........................
541370 .............. Surveying and Mapping (except Geophysical) Services .......................................................... $4.5 ........................
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541380 .............. Testing Laboratories ................................................................................................................. $12.0 ........................
541410 .............. Interior Design Services ........................................................................................................... $7.0 ........................
541420 .............. Industrial Design Services ........................................................................................................ $7.0 ........................
541430 .............. Graphic Design Services .......................................................................................................... $7.0 ........................
541490 .............. Other Specialized Design Services .......................................................................................... $7.0 ........................
541511 .............. Custom Computer Programming Services ............................................................................... $25.0 ........................
541512 .............. Computer Systems Design Services ........................................................................................ $25.0 ........................
541513 .............. Computer Facilities Management Services .............................................................................. $25.0 ........................
541519 .............. Other Computer Related Services ........................................................................................... $25.0 ........................
Except, .............. Information Technology Value Added Resellers 18 .................................................................. ........................ 18 150 
541611 .............. Administrative Management and General Management Consulting Services ......................... $7.0 ........................
541612 .............. Human Resources Consulting Services ................................................................................... $7.0 ........................
541613 .............. Marketing Consulting Services ................................................................................................. $7.0 ........................
541614 .............. Process, Physical Distribution and Logistics Consulting Services ........................................... $7.0 ........................
541618 .............. Other Management Consulting Services ................................................................................. $7.0 ........................
541620 .............. Environmental Consulting Services .......................................................................................... $7.0 ........................
541690 .............. Other Scientific and Technical Consulting Services ................................................................ $7.0 ........................

* * * * * * * 
541720 .............. Research and Development in the Social Sciences and Humanities ...................................... $7.0 ........................
541810 .............. Advertising Agencies 10 ............................................................................................................ 10 $7.0 ........................
541820 .............. Public Relations Agencies ........................................................................................................ $7.0 ........................
541830 .............. Media Buying Agencies ............................................................................................................ $7.0 ........................
541840 .............. Media Representatives ............................................................................................................. $7.0 ........................
541850 .............. Display Advertising ................................................................................................................... $7.0 ........................
541860 .............. Direct Mail Advertising .............................................................................................................. $7.0 ........................
541870 .............. Advertising Material Distribution Services ................................................................................ $7.0 ........................
541890 .............. Other Services Related to Advertising ..................................................................................... $7.0 ........................
541910 .............. Marketing Research and Public Opinion Polling ...................................................................... $7.0 ........................
541921 .............. Photography Studios, Portrait .................................................................................................. $7.0 ........................
541922 .............. Commercial Photography ......................................................................................................... $7.0 ........................
541930 .............. Translation and Interpretation Services ................................................................................... $7.0 ........................
541940 .............. Veterinary Services .................................................................................................................. $7.0 ........................
541990 .............. All Other Professional, Scientific and Technical Services ....................................................... $7.0 ........................

Sector 55—Management of Companies and Enterprises 

Subsector 551—Management of Companies and Enterprises 

551111 .............. Offices of Bank Holding Companies ........................................................................................ $7.0 ........................
551112 .............. Offices of Other Holding Companies ....................................................................................... $7.0 ........................

Sector 56—Administrative and Support, Waste Management and Remediation Services 

Subsector 561—Administrative and Support Services 

561110 .............. Office Administrative Services .................................................................................................. $7.0 ........................
561210 .............. Facilities Support Services 12 ................................................................................................... 12 $35.5 ........................
561311 .............. Employment Placement Agencies ............................................................................................ $7.0 ........................
561312 .............. Executive Search Services ....................................................................................................... $7.0 ........................
561320 .............. Temporary Help Services ......................................................................................................... $13.5 ........................
561330 .............. Professional Employer Organizations ...................................................................................... $13.5 ........................
561410 .............. Document Preparation Services ............................................................................................... $7.0 ........................
561421 .............. Telephone Answering Services ................................................................................................ $7.0 ........................
561422 .............. Telemarketing Bureaus and Other Contact Centers ................................................................ $7.0 ........................
561431 .............. Private Mail Centers ................................................................................................................. $7.0 ........................
561439 .............. Other Business Service Centers (including Copy Shops) ....................................................... $7.0 ........................
561440 .............. Collection Agencies .................................................................................................................. $7.0 ........................
561450 .............. Credit Bureaus .......................................................................................................................... $7.0 ........................
561491 .............. Repossession Services ............................................................................................................ $7.0 ........................
561492 .............. Court Reporting and Stenotype Services ................................................................................. $7.0 ........................
561499 .............. All Other Business Support Services ....................................................................................... $7.0 ........................
561510 .............. Travel Agencies 10 .................................................................................................................... 10 $3.5 ........................
561520 .............. Tour Operators 10 ...................................................................................................................... 10 $7.0 ........................
561591 .............. Convention and Visitors Bureaus ............................................................................................. $7.0 ........................
561599 .............. All Other Travel Arrangement and Reservation Services ........................................................ $7.0 ........................
561611 .............. Investigation Services ............................................................................................................... $12.5 ........................
561612 .............. Security Guards and Patrol Services ....................................................................................... $18.5 ........................
561613 .............. Armored Car Services .............................................................................................................. $12.5 ........................
561621 .............. Security Systems Services (except Locksmiths) ...................................................................... $12.5 ........................
561622 .............. Locksmiths ................................................................................................................................ $7.0 ........................
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561710 .............. Exterminating and Pest Control Services ................................................................................. $7.0 ........................
561720 .............. Janitorial Services .................................................................................................................... $16.5 ........................
561730 .............. Landscaping Services .............................................................................................................. $7.0 ........................
561740 .............. Carpet and Upholstery Cleaning Services ............................................................................... $4.5 ........................
561790 .............. Other Services to Buildings and Dwellings .............................................................................. $7.0 ........................
561910 .............. Packaging and Labeling Services ............................................................................................ $7.0 ........................
561920 .............. Convention and Trade Show Organizers 10 ............................................................................. 10 $7.0 ........................
561990 .............. All Other Support Services ....................................................................................................... $7.0 ........................

Subsector 562—Waste Management and Remediation Services 

562111 .............. Solid Waste Collection ............................................................................................................. $12.5 ........................
562112 .............. Hazardous Waste Collection .................................................................................................... $12.5 ........................
562119 .............. Other Waste Collection ............................................................................................................ $12.5 ........................
562211 .............. Hazardous Waste Treatment and Disposal ............................................................................. $12.5 ........................
562212 .............. Solid Waste Landfill .................................................................................................................. $12.5 ........................
562213 .............. Solid Waste Combustors and Incinerators ............................................................................... $12.5 ........................
562219 .............. Other Nonhazardous Waste Treatment and Disposal ............................................................. $12.5 ........................
562910 .............. Remediation Services ............................................................................................................... $14.0 ........................
Except, .............. Environmental Remediation Services 14 ................................................................................... ........................ 14 500 
562920 .............. Materials Recovery Facilities .................................................................................................... $12.5 ........................
562991 .............. Septic Tank and Related Services ........................................................................................... $7.0 ........................
562998 .............. All Other Miscellaneous Waste Management Services ........................................................... $7.0 ........................

Sector 61—Educational Services 

Subsector 611—Educational Services 

611110 .............. Elementary and Secondary Schools ........................................................................................ $7.0 ........................
611210 .............. Junior Colleges ......................................................................................................................... $7.0 ........................
611310 .............. Colleges, Universities and Professional Schools ..................................................................... $7.0 ........................
611410 .............. Business and Secretarial Schools ............................................................................................ $7.0 ........................
611420 .............. Computer Training .................................................................................................................... $7.0 ........................
611430 .............. Professional and Management Development Training ............................................................ $7.0 ........................
611511 .............. Cosmetology and Barber Schools ............................................................................................ $7.0 ........................
611512 .............. Flight Training ........................................................................................................................... $25.5 ........................
611513 .............. Apprenticeship Training ............................................................................................................ $7.0 ........................
611519 .............. Other Technical and Trade Schools ........................................................................................ $7.0 ........................
Except, .............. Job Corps Centers 16 ................................................................................................................ 16 $35.5 ........................
611610 .............. Fine Arts Schools ..................................................................................................................... $7.0 ........................
611620 .............. Sports and Recreation Instruction ............................................................................................ $7.0 ........................
611630 .............. Language Schools .................................................................................................................... $7.0 ........................
611691 .............. Exam Preparation and Tutoring ............................................................................................... $7.0 ........................
611692 .............. Automobile Driving Schools ..................................................................................................... $7.0 ........................
611699 .............. All Other Miscellaneous Schools and Instruction ..................................................................... $7.0 ........................
611710 .............. Educational Support Services .................................................................................................. $7.0 ........................

Sector 62—Health Care and Social Assistance 

Subsector 621—Ambulatory Health Care Services 

621111 .............. Offices of Physicians (except Mental Health Specialists) ........................................................ $10.0 ........................
621112 .............. Offices of Physicians, Mental Health Specialists ..................................................................... $10.0 ........................
621210 .............. Offices of Dentists .................................................................................................................... $7.0 ........................
621310 .............. Offices of Chiropractors ............................................................................................................ $7.0 ........................
621320 .............. Offices of Optometrists ............................................................................................................. $7.0 ........................
621330 .............. Offices of Mental Health Practitioners (except Physicians) ..................................................... $7.0 ........................
621340 .............. Offices of Physical, Occupational and Speech Therapists and Audiologists .......................... $7.0 ........................
621391 .............. Offices of Podiatrists ................................................................................................................ $7.0 ........................
621399 .............. Offices of All Other Miscellaneous Health Practitioners .......................................................... $7.0 ........................
621410 .............. Family Planning Centers .......................................................................................................... $10.0 ........................
621420 .............. Outpatient Mental Health and Substance Abuse Centers ....................................................... $10.0 ........................
621491 .............. HMO Medical Centers .............................................................................................................. $10.0 ........................
621492 .............. Kidney Dialysis Centers ........................................................................................................... $34.5 ........................
621493 .............. Freestanding Ambulatory Surgical and Emergency Centers ................................................... $10.0 ........................
621498 .............. All Other Outpatient Care Centers ........................................................................................... $10.0 ........................
621511 .............. Medical Laboratories ................................................................................................................ $13.5 ........................
621512 .............. Diagnostic Imaging Centers ..................................................................................................... $13.5 ........................
621610 .............. Home Health Care Services ..................................................................................................... $13.5 ........................
621910 .............. Ambulance Services ................................................................................................................. $7.0 ........................
621991 .............. Blood and Organ Banks ........................................................................................................... $10.0 ........................
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SMALL BUSINESS SIZE STANDARDS BY NAICS INDUSTRY—Continued 

NAICS codes NAICS U.S. industry title 
Size standards 
in millions of 

dollars 

Size standards 
in number of 
employees 

621999 .............. All Other Miscellaneous Ambulatory Health Care Services ..................................................... $10.0 ........................

Subsector 622—Hospitals 

622110 .............. General Medical and Surgical Hospitals .................................................................................. $34.5 ........................
622210 .............. Psychiatric and Substance Abuse Hospitals ............................................................................ $34.5 ........................
622310 .............. Specialty (except Psychiatric and Substance Abuse) Hospitals .............................................. $34.5 ........................

Subsector 623—Nursing and Residential Care Facilities 

623110 .............. Nursing Care Facilities ............................................................................................................. $13.5 ........................
623210 .............. Residential Mental Retardation Facilities ................................................................................. $10.0 ........................
623220 .............. Residential Mental Health and Substance Abuse Facilities ..................................................... $7.0 ........................
623311 .............. Continuing Care Retirement Communities ............................................................................... $13.5 ........................
623312 .............. Homes for the Elderly ............................................................................................................... $7.0 ........................
623990 .............. Other Residential Care Facilities .............................................................................................. $7.0 ........................

Subsector 624—Social Assistance 

624110 .............. Child and Youth Services ......................................................................................................... $7.0 ........................
624120 .............. Services for the Elderly and Persons with Disabilities ............................................................. $7.0 ........................
624190 .............. Other Individual and Family Services ...................................................................................... $7.0 ........................
624210 .............. Community Food Services ....................................................................................................... $7.0 ........................
624221 .............. Temporary Shelters .................................................................................................................. $7.0 ........................
624229 .............. Other Community Housing Services ........................................................................................ $7.0 ........................
624230 .............. Emergency and Other Relief Services ..................................................................................... $7.0 ........................
624310 .............. Vocational Rehabilitation Services ........................................................................................... $7.0 ........................
624410 .............. Child Day Care Services .......................................................................................................... $7.0 ........................

Sector 71—Arts, Entertainment and Recreation 

Subsector 711—Performing Arts, Spectator Sports and Related Industries 

711110 .............. Theater Companies and Dinner Theaters ................................................................................ $7.0 ........................
711120 .............. Dance Companies .................................................................................................................... $7.0 ........................
711130 .............. Musical Groups and Artists ...................................................................................................... $7.0 ........................
711190 .............. Other Performing Arts Companies ........................................................................................... $7.0 ........................
711211 .............. Sports Teams and Clubs .......................................................................................................... $7.0 ........................
711212 .............. Race Tracks ............................................................................................................................. $7.0 ........................
711219 .............. Other Spectator Sports ............................................................................................................. $7.0 ........................
711310 .............. Promoters of Performing Arts, Sports and Similar Events with Facilities ................................ $7.0 ........................
711320 .............. Promoters of Performing Arts, Sports and Similar Events without Facilities ........................... $7.0 ........................
711410 .............. Agents and Managers for Artists, Athletes, Entertainers and Other Public Figures ............... $7.0 ........................
711510 .............. Independent Artists, Writers, and Performers .......................................................................... $7.0 ........................

Subsector 712—Museums, Historical Sites and Similar Institutions 

712110 .............. Museums .................................................................................................................................. $7.0 ........................
712120 .............. Historical Sites .......................................................................................................................... $7.0 ........................
712130 .............. Zoos and Botanical Gardens .................................................................................................... $7.0 ........................
712190 .............. Nature Parks and Other Similar Institutions ............................................................................. $7.0 ........................

Subsector 713—Amusement, Gambling and Recreation Industries 

713110 .............. Amusement and Theme Parks ................................................................................................. $7.0 ........................
713120 .............. Amusement Arcades ................................................................................................................ $7.0 ........................
713210 .............. Casinos (except Casino Hotels) ............................................................................................... $7.0 ........................
713290 .............. Other Gambling Industries ....................................................................................................... $7.0 ........................
713910 .............. Golf Courses and Country Clubs ............................................................................................. $7.0 ........................
713920 .............. Skiing Facilities ......................................................................................................................... $7.0 ........................
713930 .............. Marinas ..................................................................................................................................... $7.0 ........................
713940 .............. Fitness and Recreational Sports Centers ................................................................................ $7.0 ........................
713950 .............. Bowling Centers ....................................................................................................................... $7.0 ........................
713990 .............. All Other Amusement and Recreation Industries ..................................................................... $7.0 ........................

Sector 72—Accommodation and Food Services 

Subsector 721—Accommodation 

721110 .............. Hotels (except Casino Hotels) and Motels ............................................................................... $7.0 ........................
721120 .............. Casino Hotels ........................................................................................................................... $7.0 ........................
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SMALL BUSINESS SIZE STANDARDS BY NAICS INDUSTRY—Continued 

NAICS codes NAICS U.S. industry title 
Size standards 
in millions of 

dollars 

Size standards 
in number of 
employees 

721191 .............. Bed and Breakfast Inns ............................................................................................................ $7.0 ........................
721199 .............. All Other Traveler Accommodation .......................................................................................... $7.0 ........................
721211 .............. RV (Recreational Vehicle) Parks and Campgrounds ............................................................... $7.0 ........................
721214 .............. Recreational and Vacation Camps (except Campgrounds) ..................................................... $7.0 ........................
721310 .............. Rooming and Boarding Houses ............................................................................................... $7.0 ........................

Subsector 722—Food Services and Drinking Places 

722110 .............. Full-Service Restaurants .......................................................................................................... $7.0 ........................
722211 .............. Limited-Service Restaurants .................................................................................................... $7.0 ........................
722212 .............. Cafeterias, Grill Buffets, and Buffets ........................................................................................ $7.0 ........................
722213 .............. Snack and Nonalcoholic Beverage Bars .................................................................................. $7.0 ........................
722310 .............. Food Service Contractors ......................................................................................................... $20.5 ........................
722320 .............. Caterers .................................................................................................................................... $7.0 ........................
722330 .............. Mobile Food Services ............................................................................................................... $7.0 ........................
722410 .............. Drinking Places (Alcoholic Beverages) .................................................................................... $7.0 ........................

Sector 81—Other Services (Except Public Administration) 

Subsector 811—Repair and Maintenance 

811111 .............. General Automotive Repair ...................................................................................................... $7.0 ........................
811112 .............. Automotive Exhaust System Repair ......................................................................................... $7.0 ........................
811113 .............. Automotive Transmission Repair ............................................................................................. $7.0 ........................
811118 .............. Other Automotive Mechanical and Electrical Repair and Maintenance ................................... $7.0 ........................
811121 .............. Automotive Body, Paint and Interior Repair and Maintenance ................................................ $7.0 ........................
811122 .............. Automotive Glass Replacement Shops .................................................................................... $7.0 ........................
811191 .............. Automotive Oil Change and Lubrication Shops ....................................................................... $7.0 ........................
811192 .............. Car Washes .............................................................................................................................. $7.0 ........................
811198 .............. All Other Automotive Repair and Maintenance ........................................................................ $7.0 ........................
811211 .............. Consumer Electronics Repair and Maintenance ...................................................................... $7.0 ........................
811212 .............. Computer and Office Machine Repair and Maintenance ......................................................... $25.0 ........................
811213 .............. Communication Equipment Repair and Maintenance .............................................................. $7.0 ........................
811219 .............. Other Electronic and Precision Equipment Repair and Maintenance ...................................... $7.0 ........................
811310 .............. Commercial and Industrial Machinery and Equipment (except Automotive and Electronic) 

Repair and Maintenance.
$7.0 ........................

811411 .............. Home and Garden Equipment Repair and Maintenance ......................................................... $7.0 ........................
811412 .............. Appliance Repair and Maintenance ......................................................................................... $7.0 ........................
811420 .............. Reupholstery and Furniture Repair .......................................................................................... $7.0 ........................
811430 .............. Footwear and Leather Goods Repair ....................................................................................... $7.0 ........................
811490 .............. Other Personal and Household Goods Repair and Maintenance ........................................... $7.0 ........................

Subsector 812—Personal and Laundry Services 

812111 .............. Barber Shops ............................................................................................................................ $7.0 ........................
812112 .............. Beauty Salons .......................................................................................................................... $7.0 ........................
812113 .............. Nail Salons ............................................................................................................................... $7.0 ........................
812191 .............. Diet and Weight Reducing Centers .......................................................................................... $7.0 ........................
812199 .............. Other Personal Care Services ................................................................................................. $7.0 ........................
812210 .............. Funeral Homes and Funeral Services ...................................................................................... $7.0 ........................
812220 .............. Cemeteries and Crematories ................................................................................................... $7.0 ........................
812310 .............. Coin-Operated Laundries and Drycleaners .............................................................................. $7.0 ........................
812320 .............. Drycleaning and Laundry Services (except Coin-Operated) .................................................... $4.5 ........................
812331 .............. Linen Supply ............................................................................................................................. $14.0 ........................
812332 .............. Industrial Launderers ................................................................................................................ $14.0 ........................
812910 .............. Pet Care (except Veterinary) Services ..................................................................................... $7.0 ........................
812921 .............. Photo Finishing Laboratories (except One-Hour) ..................................................................... $7.0 ........................
812922 .............. One-Hour Photo Finishing ........................................................................................................ $7.0 ........................
812930 .............. Parking Lots and Garages ....................................................................................................... $7.0 ........................
812990 .............. All Other Personal Services ..................................................................................................... $7.0 ........................

Subsector 813—Religious, Grantmaking, Civic, Professional and Similar Organizations 

813110 .............. Religious Organizations ............................................................................................................ $7.0 ........................
813211 .............. Grantmaking Foundations ........................................................................................................ $7.0 ........................
813212 .............. Voluntary Health Organizations ................................................................................................ $7.0 ........................
813219 .............. Other Grantmaking and Giving Services ................................................................................. $7.0 ........................
813311 .............. Human Rights Organizations ................................................................................................... $7.0 ........................
813312 .............. Environment, Conservation and Wildlife Organizations ........................................................... $7.0 ........................
813319 .............. Other Social Advocacy Organizations ...................................................................................... $7.0 ........................
813410 .............. Civic and Social Organizations ................................................................................................ $7.0 ........................
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SMALL BUSINESS SIZE STANDARDS BY NAICS INDUSTRY—Continued 

NAICS codes NAICS U.S. industry title 
Size standards 
in millions of 

dollars 

Size standards 
in number of 
employees 

813910 .............. Business Associations .............................................................................................................. $7.0 ........................
813920 .............. Professional Organizations ....................................................................................................... $7.0 ........................
813930 .............. Labor Unions and Similar Labor Organizations ....................................................................... $7.0 ........................
813940 .............. Political Organizations .............................................................................................................. $7.0 ........................
813990 .............. Other Similar Organizations (except Business, Professional, Labor, and Political Organiza-

tions).
$7.0 ........................

* * * * * 

Footnotes 
* * * * * 

2. NAICS code 237990—Dredging: To be 
considered small for purposes of Government 
procurement, a firm must perform at least 40 
percent of the volume dredged with its own 
equipment or equipment owned by another 
small dredging concern. 

* * * * * 
8. NAICS Codes 522110, 522120, 522130, 

522190, 522210 and 522293—A financial 
institution’s assets are determined by 
averaging the assets reported on its four 
quarterly financial statements for the 
preceding year. ‘‘Assets’’ for the purposes of 
this size standard means the assets defined 
according to the Federal Financial 
Institutions Examination Council 034 call 
report form. 

9. NAICS code 531190—Leasing of 
building space to the Federal Government by 
Owners: For Government procurement, a size 
standard of $20.5 million in gross receipts 
applies to the owners of building space 
leased to the Federal Government. The 
standard does not apply to an agent. 

10. NAICS codes 488510 (part), 531210, 
541810, 561510, 561520 and 561920—As 
measured by total revenues, but excluding 
funds received in trust for an unaffiliated 
third party, such as bookings or sales subject 
to commissions. The commissions received 
are included as revenue. 

* * * * * 
12. NAICS 561210—Facilities Support 

Services: 
(a) If one or more activities of Facilities 

Support Services as defined in paragraph (b) 
(below in this footnote) can be identified 
with a specific industry and that industry 
accounts for 50% or more of the value of an 
entire procurement, then the proper 
classification of the procurement is that of 
the specific industry, not Facilities Support 
Services. 

(b) ‘‘Facilities Support Services’’ requires 
the performance of three or more separate 
activities in the areas of services or specialty 
trade contractors industries. If services are 
performed, these service activities must each 
be in a separate NAICS industry. If the 
procurement requires the use of specialty 
trade contractors (plumbing, painting, 
plastering, carpentry, etc.), all such specialty 
trade contractors activities are considered a 
single activity and classified as ‘‘Building 
and Property Specialty Trade Services.’’ 
Since ‘‘Building and Property Specialty 
Trade Services’’ is only one activity, two 

additional activities of separate NAICS 
industries are required for a procurement to 
be classified as ‘‘Facilities Support Services.’’ 

13. NAICS code 238990—Building and 
Property Specialty Trade Services: If a 
procurement requires the use of multiple 
specialty trade contractors (i.e., plumbing, 
painting, plastering, carpentry, etc.), and no 
specialty trade accounts for 50% or more of 
the value of the procurement, all such 
specialty trade contractors activities are 
considered a single activity and classified as 
Building and Property Specialty Trade 
Services. 

14. NAICS 562910—Environmental 
Remediation Services: 

(a) For SBA assistance as a small business 
concern in the industry of Environmental 
Remediation Services, other than for 
Government procurement, a concern must be 
engaged primarily in furnishing a range of 
services for the remediation of a 
contaminated environment to an acceptable 
condition including, but not limited to, 
preliminary assessment, site inspection, 
testing, remedial investigation, feasibility 
studies, remedial design, containment, 
remedial action, removal of contaminated 
materials, storage of contaminated materials 
and security and site closeouts. If one of such 
activities accounts for 50 percent or more of 
a concern’s total revenues, employees, or 
other related factors, the concern’s primary 
industry is that of the particular industry and 
not the Environmental Remediation Services 
Industry. 

(b) For purposes of classifying a 
Government procurement as Environmental 
Remediation Services, the general purpose of 
the procurement must be to restore or 
directly support the restoration of a 
contaminated environment (such as 
preliminary assessment, site inspection, 
testing, remedial investigation, feasibility 
studies, remedial design, remediation 
services, containment, removal of 
contaminated materials or security and site 
closeouts), although the general purpose of 
the procurement need not necessarily 
include remedial actions. Also, the 
procurement must be composed of activities 
in three or more separate industries with 
separate NAICS codes or, in some instances 
(e.g., engineering), smaller sub-components 
of NAICS codes with separate and distinct 
size standards. These activities may include, 
but are not limited to, separate activities in 
industries such as: Heavy Construction; 
Special Trade Contractors; Engineering 
Services; Architectural Services; 
Management Consulting Services; Hazardous 
and Other Waster Collection; Remediation 

Services; Testing Laboratories; and Research 
and Development in the Physical, 
Engineering, and Life Sciences. If any activity 
in the procurement can be identified with a 
separate NAICS code, or component of a code 
with a separate distinct size standard, and 
that industry accounts for 50 percent or more 
of the value of the entire procurement, then 
the proper size standard is the one for that 
particular industry, and not the 
Environmental Remediation Service size 
standard. 

15. Subsector 483—Water 
Transportation—Offshore Marine Services: 
The applicable size standard shall be $28.0 
million for firms furnishing specific 
transportation services to concerns engaged 
in offshore oil and/or natural gas exploration, 
drilling production, or marine research; such 
services encompass passenger and freight 
transportation, anchor handling, and related 
logistical services to and from the work site 
or at sea. 

16. NAICS code 611519—Job Corps 
Centers. For classifying a Federal 
procurement, the purpose of the solicitation 
must be for the management and operation of 
a U.S. Department of Labor Job Corps Center. 
The activities involved include admissions 
activities, life skills training, educational 
activities, comprehensive career preparation 
activities, career development activities, 
career transition activities, as well as the 
management and support functions and 
services needed to operate and maintain the 
facility. For SBA assistance as a small 
business concern, other than for Federal 
Government procurements, a concern must 
be primarily engaged in providing the 
services to operate and maintain Federal Job 
Corps Centers. 

17. NAICS code 115310—Support 
Activities for Forestry—Forest Fire 
Suppression and Fuels Management Services 
are two components of Support Activities for 
Forestry. Forest Fire Suppression includes 
establishments which provide services to 
fight forest fires. These firms usually have 
fire-fighting crews and equipment. Fuels 
Management Services firms provide services 
to clear land of hazardous materials that 
would fuel forest fires. The treatments used 
by these firms may include prescribed fire, 
mechanical removal, establishing fuel breaks, 
thinning, pruning, and piling. 

18. NAICS code 541519—An Information 
Technology Value Added Reseller provides a 
total solution to information technology 
acquisitions by providing multi-vendor 
hardware and software along with significant 
services. Significant value added services 
consist of, but are not limited to, 
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configuration consulting and design, systems 
integration, installation of multi-vendor 
computer equipment, customization of 
hardware or software, training, product 
technical support, maintenance, and end user 
support. For purposes of Government 
procurement, an information technology 
procurement classified under this industry 
category must consist of at least 15% and not 
more than 50% of value added services as 
measured by the total price less the cost of 
information technology hardware, computer 
software, and profit. If the contract consists 
of less than 15% of value added services, 
then it must be classified under a NAICS 
manufacturing industry. If the contract 
consists of more than 50% of value added 
services, then it must be classified under the 
NAICS industry that best describes the 
predominate service of the procurement. To 
qualify as an Information Technology Value 
Added Reseller for purposes of SBA 
assistance, other than for Government 
procurement, a concern must be primarily 
engaged in providing information technology 
equipment and computer software and 
provide value added services which account 
for at least 15% of its receipts but not more 
than 50% of its receipts. 

* * * * * 
� 3. Amend § 121.301 by revising 
paragraphs (a), (b)(2), and (d)(1) to read 
as follows: 

§ 121.301 What size standards are 
applicable to financial assistance 
programs? 

(a) For Business Loans and Disaster 
Loans (other than physical disaster 
loans), an applicant business concern 
must satisfy two criteria: 

(1) The size of the applicant alone 
(without affiliates) must not exceed the 
size standard designated for the 
industry in which the applicant is 
primarily engaged; and 

(2) The size of the applicant combined 
with its affiliates must not exceed the 
size standard designated for either the 
primary industry of the applicant alone 
or the primary industry of the applicant 
and its affiliates, which ever is higher. 
These size standards are set forth in 
§ 121.201. 

(b) * * * 
(2) Including its affiliates, tangible net 

worth not in excess of $8.5 million, and 
average net income after Federal income 
taxes (excluding any carry-over losses) 
for the preceding two completed fiscal 
years not in excess of $3.0 million. If the 
applicant is not required by law to pay 
Federal income taxes at the enterprise 
level, but is required to pass income 
through to its shareholders, partners, 
beneficiaries, or other equitable owners, 
the applicant’s ‘‘net income after 
Federal income taxes’’ will be its net 
income reduced by an amount 
computed as follows: 
* * * * * 

(d) * * * 
(1) Any construction (general or 

special trade) concern or concern 
performing a contract for services is 
small if, together with its affiliates, its 
average annual receipts do not exceed 
$7.0 million, except as provided in 
§ 121.301(d)(3). 
* * * * * 
� 4. Amend § 121.302 by revising 
paragraph (c) to read as follows: 

§ 121.302 When does SBA determine the 
size status of an applicant? 
* * * * * 

(c) For disaster loan assistance (other 
than physical disaster loans), size status 
is determined as of the date the disaster 
commenced, as set forth in the Disaster 
Declaration. For economic injury 
disaster loan assistance under disaster 
declarations for Hurricanes Katrina, 
Rita, and Wilma, size status is 
determined as of the date SBA accepts 
the application for processing, and for 
applications submitted before December 
6, 2005, whether denied because of size 
status or pending, such applications 
shall be deemed resubmitted on 
December 6, 2005. For pre-disaster 
mitigation loans, size status is 
determined as of the date SBA accepts 
a complete Pre-Disaster Mitigation 
Small Business Loan Application for 
processing. Refer to § 123.408 of this 
chapter to find out what SBA considers 
to be a complete Pre-Disaster Mitigation 
Small Business Loan Application. 
* * * * * 
� 5. Amend § 121.502 by revising 
paragraph (a)(2) to read as follows: 

§ 121.502 What size standards are 
applicable to programs for sales and leases 
of Government property? 

(a) * * * 
(2) A concern not primarily engaged 

in manufacturing is small for sales or 
leases of Government property if it has 
annual receipts not exceeding $7.0 
million. 
* * * * * 
� 6. Amend § 121.512 by revising 
paragraph (b) to read as follows: 

§ 121.512 What is the size standard for 
stockpile purchases? 
* * * * * 

(b) Its annual receipts, together with 
its affiliates, do not exceed $57.5 
million. 

PART 123—DISASTER LOAN 
PROGRAM 

� 7. The authority citation of part 123 
continues to read as follows: 

Authority: 15 U.S.C. 634(b)(6), 636(b), 
636(c); Pub. L. 102–395, 106 Stat. 1828, 1864; 

and Pub. L. 103–75, 107 Stat. 739; and Pub. 
L. 106–50, 113 Stat. 245. 
� 8. Amend § 123.300 by revising 
paragraph (b) to read as follow: 

§ 123.300 Is my business eligible to apply 
for an economic injury disaster loan? 

* * * * * 
(b) Economic injury disaster loans are 

available only if you were a small 
business (as defined in part 121 of this 
chapter) when the declared disaster 
commenced (except disaster 
declarations for Hurricanes Katrina, Rita 
and Wilma, for which size status is 
determined as of the date SBA accepts 
the application for processing, and for 
applications submitted before December 
6, 2005, whether denied because of size 
status or pending, such applications 
shall be deemed resubmitted on 
December 6, 2005), you and your 
affiliates and principle owners (20% or 
more ownership interest) have used all 
reasonably available funds, and you are 
unable to obtain credit elsewhere (see 
§ 123.104). 
* * * * * 

Dated: July 3, 2008. 
Jovita Carranza, 
Acting Administrator. 
[FR Doc. E8–16148 Filed 7–17–08; 8:45 am] 
BILLING CODE 8025–01–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 71 

[Docket No. FAA–2008–0003; Airspace 
Docket No. 08–ASW–1] 

Amendment of Class E Airspace; 
Lexington, OK 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Direct final rule; removal. 

SUMMARY: A direct final rule, published 
in the Federal Register April 16, 2008 
(73 FR 20526) Docket No. FAA–2008– 
0003, adding additional Class E airspace 
at Lexington, OK is being removed. 
Although the rule became effective 
April 10, 2008, charting of this airspace 
was never completed. A new 
rulemaking will be forthcoming with an 
effective date that coincides with the 
new charting date. 
DATES: Effective Date: 0901 UTC July 18, 
2008. 
FOR FURTHER INFORMATION CONTACT: Gary 
Mallett, Central Service Center, 
Operations Support Group, Federal 
Aviation Administration, Southwest 
Region, 2601 Meacham Blvd., Fort 
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Worth, Texas 76193–0530; telephone 
number (817) 222–4949. 
SUPPLEMENTARY INFORMATION: 

History 

On April 16, 2008, the FAA published 
a direct final rule; confirmation of 
effective date, correction, in the Federal 
Register (73 FR 20526) Docket No. 
FAA–2008–0003, amending the existing 
Class E airspace at Muldrow Army 
Heliport, Lexington, OK. No comments 
were received therefore the rule became 
effective on the date specified, April 10, 
2008. It was then determined that the 
airspace had not been charted. 
Therefore, the FAA is removing this 
action from the Federal Register 
publication system and will issue a new 
rulemaking with a new effective date to 
coincide with the charting date. 

List of Subjects in 14 CFR Part 71 

Airspace, Incorporation by reference, 
Navigation (Air). 

Removal of the Rule 

� Accordingly, pursuant to the authority 
delegated to me, Airspace Docket No. 
08–ASW–1, as published in the Federal 
Register on April 16, 2008 (73 FR 
20526), is hereby removed. 

Authority: 49 U.S.C. 106(g); 40103, 40113, 
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959– 
1963 Comp., p. 389. 

Issued in Fort Worth, TX, on July 1, 2008. 
Donald R. Smith, 
Manager, Operations Support Group, ATO 
Central Service Center. 
[FR Doc. E8–15959 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 71 

[Docket No. FAA–2008–0024; Airspace 
Docket No. 08–AGL–4] 

Amendment of Class E Airspace; Black 
River Falls, WI 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Direct final rule; removal. 

SUMMARY: A direct final rule, published 
in the Federal Register April 2, 2008 (73 
FR 17888) docket No. FAA–2008–0024, 
adding additional Class E airspace at 
Black River Falls, WI is being removed. 
Although the rule became effective June 
5, 2008, charting of this airspace was 
never completed. A new rulemaking 
will be forthcoming with an effective 

date that coincides with the new 
charting date. 
DATES: Effective Date: 0901 UTC July 18, 
2008. 
FOR FURTHER INFORMATION CONTACT: Gary 
Mallett, Central Service Center, 
Operations Support Group, Federal 
Aviation Administration, Southwest 
Region, 2601 Meacham Blvd., Fort 
Worth, Texas 76193–0530; telephone 
number (817) 222–4949. 
SUPPLEMENTARY INFORMATION: 

History 
On April 2, 2008, the FAA published 

a direct final rule; request for comments, 
in the Federal Register (73 FR 17888) 
Docket No. FAA–2008–0024, amending 
the existing Class E airspace at Black 
River Falls Area Airport, Black River 
Falls, WI. No comments were received 
therefore the rule became effective on 
the date specified, June 5, 2008. It was 
then determined that the airspace had 
not been charted. Therefore, the FAA is 
removing this action from the Federal 
Register publication system and will 
issue a new rulemaking with a new 
effective date to coincide with the 
charting date. 

List of Subjects in 14 CFR Part 71 
Airspace, Incorporation by reference, 

Navigation (Air). 

Removal of the Rule 

� Accordingly, pursuant to the authority 
delegated to me, Airspace Docket No. 
08–AGL–4, as published in the Federal 
Register on April 2, 2008 (73 FR 17888), 
is hereby removed. 

Authority: 49 U.S.C. 106(g); 40103, 40113, 
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959– 
1963 Comp., p. 389. 

Issued in Fort Worth, TX, on July 1, 2008. 
Donald R. Smith, 
Manager, Operations Support Group, ATO 
Central Service Center. 
[FR Doc. E8–15960 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 71 

[Docket No. FAA–2008–0307; Airspace 
Docket 08–AEA–18] 

Establishment of Class E Airspace; 
Removal of Class E Airspace; Roanoke 
Rapids, NC 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Final rule. 

SUMMARY: This action establishes Class 
E airspace at Halifax-Northampton 
Regional Airport, (IXA), Roanoke 
Rapids, NC and removes Class E 
airspace at Halifax County Airport, 
Roanoke Rapids, NC, (RZZ). The 
operating status of the airport will 
include Instrument Flight Rule (IFR) 
operations. This action will enhance the 
safety and airspace management of 
Halifax-Northampton Regional Airport. 

DATES: Effective 0901 UTC, September 
25, 2008. The Director of the Federal 
Register approves this incorporation by 
reference action under title 1, Code of 
Federal Regulations, part 51, subject to 
the annual revision of FAA Order 
7400.9 and publication of conforming 
amendments. 

FOR FURTHER INFORMATION CONTACT: 
Melinda Giddens, Operations Support, 
Eastern Service Center, Federal Aviation 
Administration, P.O. Box 20636, 
Atlanta, Georgia 30320; telephone (404) 
305–5610. 

SUPPLEMENTARY INFORMATION: 

History 

On April 8, 2008, the FAA proposed 
to amend Title 14 Code of Federal 
Regulations (14 CFR) part 71 by 
establishing Class E airspace at Roanoke 
Rapids, NC, (73 FR 19020). This action 
provides adequate Class E airspace for 
Instrument Flight Rules (IFR) operations 
at the new Halifax-Northampton 
Regional Airport (IXA), and will remove 
Class E airspace for the Halifax County 
Airport (RZZ). Area Navigation (RNAV) 
Global Positioning System (GPS) 
Standard Instrument Approach 
Procedures (SIAPs) Runways (RWYs) 
02–20 have been developed for Halifax- 
Northampton Regional Airport. As a 
result, controlled airspace extending 
upward from 700 feet Above Ground 
Level (AGL) is needed to contain the 
SIAP and for IFR operations at Halifax- 
Northampton Regional Airport. Class E 
airspace designations for airspace areas 
extending upward from 700 feet or more 
above the surface of the Earth are 
published in Paragraph 6005 of FAA 
Order 7400.9R, signed August 15, 2007, 
and effective September 15, 2007, which 
is incorporated by reference in 14 CFR 
71.1. The Class E designations listed in 
this document will be published 
subsequently in the Order. 

Interested parties were invited to 
participate in this rulemaking 
proceeding by submitting written 
comments on the proposal to the FAA. 
No comments objecting to the proposal 
were received. 
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The Rule 

This amendment to Title 14, Code of 
Federal Regulations (14 CFR) part 71 
establishes Class E airspace at Roanoke 
Rapids, NC, to provide controlled 
airspace required to support the 
Instrument Flight Rules (IFR) operations 
at Halifax-Northampton Regional 
Airport (IXA) and to remove the Class 
E airspace supporting Halifax County 
Airport (RZZ), as the airspace 
supporting RZZ is no longer required. 

The FAA has determined that this 
proposed regulation only involves an 
established body of technical 
regulations for which frequent and 
routine amendments are necessary to 
keep them operationally current. It, 
therefore, (1) Is not a ‘‘significant 
regulatory action’’ under Executive 
Order 12866; (2) is not a ‘‘significant 
rule’’ under DOT Regulatory Policies 
and Procedures (44 FR 11034; February 
26, 1979); and (3) does not warrant 
preparation of a Regulatory Evaluation 
as the anticipated impact is so minimal. 
Since this is a routine matter that will 
only affect air traffic procedures and air 
navigation, it is certified that this rule, 
when promulgated, will not have a 
significant economic impact on a 
substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

List of Subjects in 14 CFR Part 71 

Airspace, Incorporation by reference, 
Navigation (air). 

Adoption of the Amendment 

� In consideration of the foregoing, the 
Federal Aviation Administration 
proposes to amend 14 CFR part 71 as 
follows: 

PART 71—[AMENDED] 

� 1. The authority citation for part 71 
continues to read as follows: 

Authority: 49 U.S.C. 106(g); 40103, 40113, 
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959– 
1963 Comp., p. 389. 

§ 71.1 [Amended] 

� 2. The incorporation by reference in 
14 CFR 71.1 of Federal Aviation 
Administration Order 7400.9R, Airspace 
Designations and Reporting Points, 
signed August 15, 2007, and effective 
September 15, 2007, is amended as 
follows: 

Paragraph 6005 Class E Airspace Areas 
Extending Upward from 700 feet or More 
Above the Surface of the Earth. 

* * * * * 

AEA NC E5 Roanoke Rapids, NC 
[REMOVE] 

Halifax County Airport, NC 

* * * * * 

AEA NC E5 Roanoke Rapids, NC [NEW] 

Halifax-Northampton Regional Airport, NC 
(Lat. 36°19′47″ N., long. 77°38′07″ W.) 
That airspace extending upward from 700 

feet above the surface within a 6.5-mile 
radius of Halifax-Northampton Regional 
Airport. 

* * * * * 
Issued in College Park, Georgia, on June 19, 

2008. 
Mark D. Ward, 
Manager, Operations Support Group, Eastern 
Service Center, Air Traffic Organization. 
[FR Doc. E8–16181 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF STATE 

22 CFR Parts 7 and 50 

[Public Notice 6298] 

RIN 1400–AC49 

Board of Appellate Review; Review of 
Loss of Nationality 

AGENCY: Department of State. 
ACTION: Interim final rule. 

SUMMARY: This interim final rule 
eliminates the Department’s Board of 
Appellate Review (L/BAR), which had 
been authorized to review certain 
Department determinations, in 
particular those related to loss of 
citizenship and passport denials. 
Because L/BAR’s jurisdiction has been 
superseded or made obsolete for several 
years, and in large part replaced by 
review of loss of citizenship and 
passport matters by the Department’s 
Bureau of Consular Affairs, this rule 
eliminates L/BAR and authorizes on a 
discretionary basis an alternative, less 
cumbersome review of loss of 
nationality determinations by the 
Bureau of Consular Affairs. 
DATES: The rule is effective on July 18, 
2008. 

Comment Date: The Department will 
accept written comments from the 
public through September 16, 2008. 
ADDRESSES: You may submit comments, 
identified by the following methods (no 
duplicates please): 

• Federal eRulemaking Portal: http:// 
www.regulations.gov/search/index.jsp 
(follow the instructions for submitting 
comments): 

• Electronically: Comments.22.CFR.
part7.update@state.gov. Attachments 
must be in Microsoft Word. 

• Mail (paper, disk, or CD–ROM 
submissions): Comments by mail should 
be addressed to: Director, Office of 
Policy Review and InterAgency Liaison, 
Overseas Citizens Services, 2100 
Pennsylvania Ave., NW., 4th Floor, 
Washington, DC 20037, fax (202) 736– 
9111. 

FOR FURTHER INFORMATION CONTACT: 
Monica A. Gaw, Office of Policy Review 
and InterAgency Liaison, Overseas 
Citizens Services, who may be reached 
at (202) 736–9110. 
SUPPLEMENTARY INFORMATION: 

Elimination of Board of Appellate 
Review (L/BAR) 

The Board of Appellate Review, 
which is part of the Office of the Legal 
Adviser for administrative purposes and 
thus referred to by the acronym 
‘‘L/BAR,’’ was established to provide a 
mechanism for appeal of certain 
administrative decisions of the 
Department of State. However, as 
described below, its jurisdiction has 
been superseded or made obsolete for 
several years, replaced in large part by 
review of loss of citizenship and 
passport matters by the Bureau of 
Consular Affairs. This rule accordingly 
reflects current departmental practice 
and organization related to review of 
loss of citizenship. 

As a result of consolidations through 
subsequent regulations, 22 CFR 7.3 
currently provides that L/BAR is 
responsible for appeals from: (1) 
Administrative decisions of loss of 
nationality or expatriation; (2) 
administrative decisions denying, 
revoking, restricting or invalidating a 
passport under certain provisions; (3) 
final decisions of contracting officers 
not otherwise provided for in the 
Department’s contract appeal 
regulations; (4) administrative 
determinations under 22 CFR 64.1(a) 
denying assistance to U.S. nationals 
who do not comply with the Fair Labor 
Standards in 22 CFR 61.2; and, (5) 
administrative decisions in such other 
cases and under such terms of reference 
as the Secretary authorizes. 

Amendments to Federal statutes and 
regulations other than 22 CFR part 7 
have significantly narrowed L/BAR 
authorities, and thus very few or no 
appeals are brought to it. Although 22 
CFR 7.3(b) gave L/BAR jurisdiction over 
certain passport denial, revocation, and 
restriction cases, subsequent changes to 
22 CFR part 51 superseded that 
provision, most recently revisions 
effective February 1, 2008 to 22 CFR 
51.70–51.74 (formerly 22 CFR 51.80 et 
seq.), 72 Federal Register 222 
(November 19, 2007), p. 64939. With 
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respect to § 7.3(a), persons determined 
to have lost U.S. nationality typically 
seek reconsideration from the Bureau of 
Consular Affairs, which provides for a 
less cumbersome and more timely 
procedure. Moreover, the Consular 
Affairs Bureau will consider a request 
for such review without time limitation, 
while L/BAR sets a one-year time limit 
for appeals. Very few of those who 
appeal do so within one year. 
Consequently, the number of appeals to 
L/BAR in recent years has dramatically 
diminished. 

Respecting 22 CFR 7.3(c), L/BAR no 
longer has jurisdiction over any appeals 
from final decisions of contracting 
officers, as its authority over such 
appeals has been terminated (see 41 
U.S.C. 607 and the Department’s 
Acquisition Regulations, 48 CFR part 
633). As for § 7.3(d), L/BAR’s 
jurisdiction over denials of assistance in 
cases involving failures to comply with 
Fair Labor Standards has long been 
outdated, because the sanctions 
implemented by those standards are no 
longer in force and the regulations 
implementing them in 22 CFR have 
been superseded. Finally, the Secretary 
has not conferred jurisdiction on L/BAR 
to hear appeals of any other Department 
administrative decisions, as provided 
for in 22 CFR 7.3(e). 

Because its jurisdiction is obsolete or 
has been eliminated, and its theoretical 
functions exercised by other bodies or 
offices, there is no longer a need for L/ 
BAR. Accordingly, this regulation 
eliminates the current regulations in 
part 7 of 22 CFR (reserving part 7) and 
with it L/BAR. 

The Administrative Procedure Act, 5 
U.S.C. 553(b), does not require notice 
and public comment of ‘‘rules of agency 
organization, procedure, or practice.’’ 
This rule pertains to agency 
organization, management, and practice 
for expatriation review and is being 
published as an interim final rule. The 
Department remains interested, 
however, in receiving for consideration 
any views from the public with respect 
to the rule, and is therefore requesting 
public comment by the due date noted 
above. 

Appeals From Determinations of Loss 
of Nationality 

The elimination of L/BAR means 
there will no longer be a formal 
administrative appeal of loss-of- 
nationality determinations by the 
Department. Revisions to 22 CFR 50.51 
delete references to an appeal to L/BAR. 

Importantly, the Department expects 
to continue its current discretionary 
practice of reviewing prior findings of 
loss of nationality at the request of an 

affected individual who believes the 
finding should be reversed in light of 
subsequent legal developments (for 
example, an intervening Supreme Court 
decision) or when substantial new facts 
become available relevant to 
involuntariness or absence of intent at 
the time of the expatriating act. The 
revisions to 22 CFR 50.51 codify this 
discretionary practice, which is now 
partially codified in 22 CFR 7.2(b). In 
addition, the Bureau of Consular Affairs 
has modified its procedures for such 
reviews to provide that each case 
submitted for reconsideration will be 
examined by an officer who was not 
involved in the original determination 
using specified criteria. 

Revisions to 22 CFR 50.51 also clarify 
that requesting reconsideration by the 
Department of a finding of loss of 
nationality is neither a mandatory 
procedure prior to resort to judicial 
processes nor a formal ‘‘procedure for 
administrative appeal’’ for purposes of 
section 358 of the INA (8 U.S.C. 1501). 
Accordingly, the issuance of a 
Certificate of Loss of Nationality 
constitutes the ‘‘final administrative 
determination’’ and ‘‘final 
administrative denial’’ for purposes of 
INA §§ 358 and 360 (8 U.S.C. 1501 & 
1503), respectively. This means that the 
five-year statute of limitations for 
bringing an action in federal court under 
INA § 360 (8 U.S.C. 1503) to overturn a 
determination of loss of nationality 
begins to run when the Certificate of 
Loss of Nationality is issued. The 
Department imposes no time limit for 
requesting its discretionary 
reconsideration by the Bureau of 
Consular Affairs of a finding of loss, and 
as such this review is not intended to 
serve as a formal ‘‘appeal procedure’’ 
that may affect the running of the 
statutory statute of limitations contained 
in 8 U.S.C. 1503. 

Regulatory Findings 

Administrative Procedure Act 

The Department is publishing this 
rule as an interim final rule, with 60 
days for post-promulgation public 
comments, in accordance with the 
exemption contained in 5 U.S.C. 
553(a)(2) for matters relating to agency 
management or personnel. 

Regulatory Flexibility Act/Executive 
Order 13272: Small Business 

Since this action is exempt from the 
notice and comment procedures 
contained in 5 U.S.C. 553, and no other 
statute mandates such procedures, no 
analysis under the Regulatory 
Flexibility Act (5 U.S.C. 601 et seq.) is 
required. However, these changes to the 

regulations are hereby certified as not 
expected to have a significant impact on 
a substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act, 5 U.S.C. 601–612, and 
Executive Order 13272, section 3(b). 

The Small Business Regulatory 
Enforcement Fairness Act of 1996 

This interim final rule is not a major 
rule, as defined by 5 U.S.C. 804, for 
purposes of congressional review of 
agency rulemaking under the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, Public Law 104– 
121. This rule will not result in an 
annual effect on the economy of $100 
million or more; a major increase in 
costs or prices; or significant adverse 
effects on competition, employment, 
investment, productivity, innovation, or 
the ability of United States-based 
companies to compete with foreign- 
based companies in domestic and 
export markets. 

The Unfunded Mandates Reform Act of 
1995 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UFMA), 
Public Law 104–4, 109 Stat. 64, 2 U.S.C. 
1532, generally requires agencies to 
prepare a statement before proposing or 
adopting any rule that may result in an 
annual expenditure of $100 million or 
more (adjusted annually for inflation) by 
state, local, or tribal governments, or by 
the private sector. This rule will not 
result in any such expenditure nor will 
it significantly or uniquely affect small 
governments. 

Executive Orders 12372 and 13132: 
Federalism 

This regulation will not have 
substantial direct effects on the states, 
on the relationship between the national 
government and the states, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Nor will the rule 
have federalism implications warranting 
the application of Executive Orders No. 
12372 and No. 13132. 

Executive Order 12866: Regulatory 
Review 

The Department of State has reviewed 
this interim final rule to ensure its 
consistency with the regulatory 
philosophy and principles set forth in 
Executive Order 12866 and has 
determined that the benefits of the 
regulation justify its costs. The 
Department does not consider the rule 
to be a significant regulatory action 
within the scope of section 3(f)(1) of the 
Executive Order. 
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Executive Order 12988: Civil Justice 
Reform 

The Department has reviewed the 
regulations in light of sections 3(a) and 
3(b)(2) of Executive Order No. 12988 to 
eliminate ambiguity, minimize 
litigation, establish clear legal 
standards, and reduce burden. 

The Paperwork Reduction Act of 1995 

Under the Paperwork Reduction Act 
of 1995 (PRA), 44 U.S.C. 3501, et seq., 
Federal agencies must obtain approval 
from OMB for most collections of 
information they conduct, sponsor, or 
require through regulation. The 
Department of State has determined that 
this rule does not require new collection 
of information for purposes of the PRA. 

List of Subjects in 22 CFR Part 7 

Board of Appellate Review. 

List of Subjects in 22 CFR Part 50 

Citizenship, Nationality, Loss of 
Nationality. 
� Accordingly, under the authority of 22 
U.S.C. 2651a, for the reasons set forth in 
the preamble, the Department amends 
22 CFR chapter I as follows: 

PART 7—[REMOVED AND RESERVED] 

� 1. Part 7 is removed and reserved. 

PART 50—NATIONALITY 
PROCEDURES—[AMENDED] 

� 2. The authority citation for part 50 is 
revised to read as follows: 

Authority: 22 U.S.C. 2651a; 8 U.S.C. 1104 
and 1401 through 1504. 

� 3. Revise § 50.51 to read as follows: 

§ 50.51 Review of finding of loss of 
nationality. 

(a) There are no prescribed 
‘‘procedures for administrative appeal’’ 
of issuance of a Certificate of Loss of 
Nationality for purposes of § 358 of the 
Immigration and Nationality Act (8 
U.S.C. 1501) and no mandatory 
administrative review procedure prior 
to resort to judicial processes under 
§ 360 of the Immigration and Nationality 
Act (8 U.S.C. 1503). Nevertheless, the 
Department may in its discretion review 
determinations of loss of nationality at 
any time after approval of issuance of 
the Certificate of Loss of Nationality to 
ensure consistency with governing law 
(see INA §§ 349 and 356, 8 U.S.C. 1481 
and 1488). Such reconsideration may be 
initiated at the request of the person 
concerned or another person 
determined in accordance with 
guidance issued by the Department to 
have a legitimate interest. 

(b) The primary grounds on which the 
Department will consider reversing a 
finding of loss of nationality and 
vacating a Certificate of Loss of 
Nationality are: 

(1) The law under which the finding 
of loss was made has been held 
unconstitutional; or 

(2) A major change in the 
interpretation of the law of expatriation 
is made as a result of a U.S. Supreme 
Court decision; or 

(3) A major change in the 
interpretation of the law of expatriation 
is made by the Department, or is made 
by a court or another agency and 
adopted by the Department; and/or 

(4) The person presents substantial 
new evidence, not previously 
considered, of involuntariness or 
absence of intent at the time of the 
expatriating act. 

(c) When the Department reverses a 
finding of loss of nationality, the person 
concerned shall be considered not to 
have lost U.S. nationality as of the time 
the expatriating act was committed, and 
the Certificate of Loss of Nationality 
shall be vacated. 

(d) Requesting the Department to 
reverse a finding of loss of nationality 
and vacate a Certificate of Loss of 
Nationality is not a prescribed 
‘‘procedure for administrative appeal’’ 
for purposes of § 358 of the Immigration 
and Nationality Act (8 U.S.C. 1501). The 
Department’s decision in response to 
such a request is not a prescribed 
‘‘procedure for administrative appeal’’ 
for purposes of § 358 of the Immigration 
and Nationality Act (8 U.S.C. 1501). The 
issuance of a Certificate of Loss of 
Nationality by the Department is a 
‘‘final administrative determination’’ 
and ‘‘final administrative denial’’ for 
purposes of §§ 358 and 360 of the 
Immigration and Nationality Act (8 
U.S.C. 1501 and 1503), respectively. 

Dated: July 9, 2008. 
Janice L. Jacobs, 
Assistant Secretary of State, Consular Affairs, 
Department of State. 
[FR Doc. E8–16247 Filed 7–17–08; 8:45 am] 
BILLING CODE 4710–06–P 

DEPARTMENT OF STATE 

22 CFR Part 122 

[Public Notice 6300] 

RIN 1400–AC50 

Amendment to the International Traffic 
in Arms Regulations: Renewal of 
Registration 

AGENCY: Department of State. 
ACTION: Final rule. 

SUMMARY: The Department of State is 
amending the International Traffic in 
Arms Regulations (ITAR) by revising the 
validity period for registration and by 
limiting the time frame in which a 
registration may be renewed. 
DATES: Effective Date: This rule is 
effective on July 18, 2008. 
FOR FURTHER INFORMATION CONTACT: 
Patricia Slygh, Directorate of Defense 
Trade Controls, Bureau of Political- 
Military Affairs, Department of State, 
(202) 663–2830 or FAX (202) 261–8199; 
E-mail DDTCResponseTeam@state.gov, 
ATTN: Regulatory Change, ITAR Part 
122. 

SUPPLEMENTARY INFORMATION: The 
Directorate of Defense Trade Controls 
(DDTC) is revising 22 CFR 122.3 to limit 
the registration period to one year, 
instead of up to two years for both new 
registrants and for those renewing their 
registration. Registrants will be required 
to submit renewal packages no more 
than 60 days prior to their current 
expiration date. 

Regulatory Analysis and Notices 
Administrative Procedure Act: This 

amendment involves a foreign affairs 
function of the United States and, 
therefore, is not subject to the 
procedures contained in 5 U.S.C. 553 
and 554. 

Regulatory Flexibility Act: Because 
this rule is exempt from notice and 
comment rulemaking under 5 U.S.C. 
553, it is exempt from the regulatory 
flexibility analysis requirements set 
forth in sections 603 and 604 of the 
Regulatory Flexibility Act (5 U.S.C. 603 
and 604). 

Unfunded Mandates Reform Act of 
1995: This amendment does not involve 
a mandate that will result in the 
expenditure by State, local, and tribal 
governments, in the aggregate, or by the 
private sector, of $100 million or more 
in any year and it will not significantly 
or uniquely affect small governments. 
Therefore, no actions were deemed 
necessary under the provisions of the 
Unfunded Mandates Reform Act of 
1995. 

Small Business Regulatory 
Enforcement Fairness Act of 1996: This 
amendment has not been found to be a 
major rule within the meaning of the 
Small Business Regulatory Enforcement 
Fairness Act of 1996. 

Executive Orders 12372 and 13132: 
This amendment will not have 
substantial effects on the States, on the 
relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Therefore, in 
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accordance with Executive Order 13132, 
it is determined that this amendment 
does not have sufficient federalism 
implications to require consultations or 
warrant the preparation of a federalism 
summary impact statement. Executive 
Order 12372, regarding 
intergovernmental consultation on 
Federal programs and activities, does 
not apply to this amendment. 

Executive Order 12866: This 
amendment is exempt from the review 
under Executive Order 12866, but has 
been reviewed internally by the 
Department of State to ensure 
consistency with the purposes thereof. 

Executive Order 12988: The 
Department of State has reviewed the 
proposed regulations in light of sections 
3(a) and 3(b)(2) of Executive Order 
12988 to eliminate ambiguity, minimize 
litigation, establish clear legal 
standards, and reduce burden. 

Paperwork Reduction Act: This rule 
does not impose any new reporting or 
recordkeeping requirements subject to 
the Paperwork Reduction Act, 44 U.S.C. 
Chapter 35. 

List of Subjects in 22 CFR Part 122 
Arms and munitions, Exports, 

Reporting and recordkeeping 
requirements. 
� Accordingly, for the reasons set forth 
above, Title 22, Chapter I, Subchapter 
M, Part 122 is amended as follows: 

PART 122—REGISTRATION OF 
MANUFACTURERS AND EXPORTERS 

� 1. The authority citation for Part 122 
continues to read as follows: 

Authority: Secs. 2 and 38, Public Law 
90–629, 90 Stat. 744 (22 U.S.C. 2752, 2778); 
E.O. 11958, 42 FR 4311, 1977 Comp. p. 79, 
22 U.S.C. 2651a. 

� 2. Section 122.3 is amended by 
revising paragraphs (a) and (b) to read 
as follows: 

§ 122.3 Registration fees. 
(a) A person who is required to 

register may do so for a period of 1 year 
upon submission of a completed Form 
DS–2032, transmittal letter and payment 
of $1,750. 

(b) Expiration of registration. A 
registrant must submit its request for 
registration renewal at least 30 days but 
no earlier than 60 days prior to the 
expiration date. 
* * * * * 

Dated: July 3, 2008. 
John C. Rood, 
Acting Under Secretary for Arms Control and 
International Security, Department of State. 
[FR Doc. E8–16537 Filed 7–17–08; 8:45 am] 
BILLING CODE 4701–25–P 

DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Part 1 

[TD 9391] 

RIN 1545–BF85 

Source Rules Involving U.S. 
Possessions and Other Conforming 
Changes; Correction 

AGENCY: Internal Revenue Service (IRS), 
Treasury. 
ACTION: Correcting amendment. 

SUMMARY: This document contains a 
correction to final regulations (TD 9391) 
that were published in the Federal 
Register on Wednesday, April 9, 2008 
(73 FR 19350) providing rules under 
section 937(b) of the Internal Revenue 
Code for determining whether income is 
derived from sources within a U.S. 
possession or territory specified in 
section 937(a)(1) (generally referred to 
in this preamble as a ‘‘territory’’) and 
whether income is effectively connected 
with the conduct of a trade or business 
within a territory. 
DATES: This correction is effective July 
18, 2008, and is applicable on April 9, 
2008. 
FOR FURTHER INFORMATION CONTACT: J. 
David Varley, (202) 622–7790 (not a toll- 
free number). 
SUPPLEMENTARY INFORMATION: 

Background 

The final regulations and removal of 
temporary regulations that are the 
subjects of this document are under 
sections 1, 170A, 861, 871, 876, 881, 
884, 901, 931, 932, 933, 934, 935, 937, 
957, 1402, 6012, 6038, 6046, 6688, and 
7701 of the Internal Revenue Code. 

Need for Correction 

As published, final regulations (TD 
9391) contain an error that may prove to 
be misleading and is in need of 
clarification. 

List of Subject in 26 CFR Part 1 

Income taxes, Reporting and 
recordkeeping requirements. 

Correction of Publication 

� Accordingly, 26 CFR part 1 is 
corrected by making the following 
correcting amendment: 

PART 1—INCOME TAXES 

� Paragraph 1. The authority citation 
for part 1 continues to read, in part, as 
follows: 

Authority: 26 U.S.C. 7805 * * * 

§ 1.881–5T [Removed] 

� Par. 2. Section 1.881–5T is removed. 

LaNita Van Dyke, 
Chief, Publications and Regulations Branch, 
Legal Processing Division, Associate Chief 
Counsel, (Procedure and Administration). 
[FR Doc. E8–16305 Filed 7–17–08; 8:45 am] 
BILLING CODE 4830–01–P 

DEPARTMENT OF THE TREASURY 

Alcohol and Tobacco Tax and Trade 
Bureau 

27 CFR Parts 7, 16, and 25 

[TTB Ruling 2008–3] 

Classification of Brewed Products as 
‘‘Beer’’ Under the Internal Revenue 
Code of 1986 and as ‘‘Malt Beverages’’ 
Under the Federal Alcohol 
Administration Act 

AGENCY: Alcohol and Tobacco Tax and 
Trade Bureau, Treasury. 
ACTION: Ruling on the classification of 
brewed products. 

SUMMARY: This document reproduces a 
ruling issued by the Alcohol and 
Tobacco Tax and Trade Bureau on July 
7, 2008, to clarify that that certain 
brewed products classified as ‘‘beer’’ 
under the Internal Revenue Code of 
1986 do not meet the definition of a 
‘‘malt beverage’’ under the Federal 
Alcohol Administration Act. 
DATES: The ruling was effective on July 
7, 2008. 
FOR FURTHER INFORMATION CONTACT: 
Ramona Hupp, Regulations and Rulings 
Division, Alcohol and Tobacco Tax and 
Trade Bureau, 1310 G Street, NW., 
Room 200–East, Washington, DC 20220; 
telephone (202) 927–2166. 
SUPPLEMENTARY INFORMATION: On July 7, 
2008, the Alcohol and Tobacco Tax and 
Trade Bureau (TTB) issued TTB Ruling 
2008–3 to clarify that certain brewed 
products classified as ‘‘beer’’ under the 
Internal Revenue Code of 1986 do not 
meet the definition of a ‘‘malt beverage’’ 
under the Federal Alcohol 
Administration Act. We made this 
ruling available through the TTB Web 
site on July 8, 2008. This ruling is 
reproduced below: 

TTB Ruling 2008–3 

Classification of Brewed Products as 
‘‘Beer’’ Under the Internal Revenue 
Code of 1986 and as ‘‘Malt Beverages’’ 
Under the Federal Alcohol 
Administration Act 

In recent months, the Alcohol and 
Tobacco Tax and Trade Bureau (TTB) 
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has received inquiries from brewers 
regarding the labeling standards that 
apply to beers produced from 
substitutes for malted barley, such as 
rice or corn. We also have fielded 
questions from brewers and importers 
regarding the appropriate labeling of 
beers that are made without hops. This 
ruling explains the statutory criteria for 
classification of products as ‘‘beer’’ and 
‘‘malt beverages’’ under the applicable 
laws and regulations. 

Laws and Regulations 

Federal Alcohol Administration Act 

Sections 105(e) and (f) of the Federal 
Alcohol Administration Act (FAA Act), 
27 U.S.C. 205(e) and (f), vest broad 
authority in the Secretary of the 
Treasury to prescribe regulations with 
respect to the labeling and advertising of 
wine, distilled spirits, and malt 
beverages that are introduced into 
interstate or foreign commerce or 
imported into the United States. Section 
105(e) also provides that no person may 
bottle, or remove from customs custody 
in bottles, distilled spirits, wine, or malt 
beverages unless he has obtained a 
certificate of label approval issued in 
accordance with regulations prescribed 
by the Secretary. Regulations that 
implement the provisions of §§ 105(e) 
and (f), as they relate to malt beverages, 
are set forth in part 7 of the TTB 
regulations (27 CFR part 7), Labeling 
and Advertising of Malt Beverages. In 
the case of malt beverages, the labeling 
provisions of the FAA Act apply only if 
the laws of the State into which the malt 
beverages are shipped impose similar 
requirements. 

Section 117(a)(7) of the FAA Act (27 
U.S.C. 211(a)(7)) defines the term ‘‘malt 
beverage’’ as ‘‘a beverage made by the 
alcoholic fermentation of an infusion or 
decoction, or combination of both, in 
potable brewing water, of malted barley 
with hops, or their parts, or their 
products, and with or without other 
malted cereals, and with or without the 
addition of unmalted or prepared 
cereals, other carbohydrates or products 
prepared therefrom, and with or without 
the addition of carbon dioxide, and with 
or without other wholesome products 
suitable for human food consumption.’’ 
The same definition appears in the TTB 
regulations at 27 CFR 7.10. 

Internal Revenue Code of 1986 

Chapter 51 of the Internal Revenue 
Code of 1986 (IRC) sets forth excise tax 
collection and related provisions 
pertaining to distilled spirits, wines, 
and beer; these provisions and the 
regulations promulgated thereunder are 
also administered by TTB. Within 

Chapter 51 of the IRC, section 5051 (26 
U.S.C. 5051) imposes a tax on all beer 
brewed or produced, and removed for 
consumption or sale, within the United 
States, or imported into the United 
States. Section 5412 of the IRC (26 
U.S.C. 5412) provides that beer may be 
removed from the brewery for 
consumption or sale only in hogsheads, 
packages, and similar containers, 
marked, branded, or labeled in such 
manner as the Secretary of the Treasury 
may by regulation require. Regulations 
that implement the Chapter 51 
provisions pertaining to beer are set 
forth in part 25 of the TTB regulations 
(27 CFR part 25) and include, in 
§ 25.142 (27 CFR 25.142), label 
requirements for beer in bottles. 

Section 5052(a) of the IRC (26 U.S.C. 
5052(a)) defines the term ‘‘beer,’’ for 
purposes of Chapter 51, as ‘‘beer, ale, 
porter, stout, and other similar 
fermented beverages (including saké or 
similar products) of any name or 
description containing one-half of 1 
percent or more of alcohol by volume, 
brewed or produced from malt, wholly 
or in part, or from any substitute 
therefor.’’ The same definition appears 
in the TTB regulations at 27 CFR 25.11. 
In addition, with reference to what may 
be a substitute for malt, § 25.15(a) of the 
TTB regulations (27 CFR 25.15(a)) states 
that ‘‘[o]nly rice, grain of any kind, bran, 
glucose, sugar, and molasses are 
substitutes for malt.’’ 

‘‘Beer’’ versus ‘‘Malt Beverage’’ 

As indicated above, the definition of 
a ‘‘beer’’ under the IRC differs from the 
definition of a ‘‘malt beverage’’ under 
the FAA Act in several significant 
respects. First, the IRC does not require 
beer to be fermented from malted barley; 
instead, a beer may be brewed or 
produced from malt or ‘‘from any 
substitute therefor.’’ Second, the IRC 
does not require the use of hops in the 
production of beer. Third, the definition 
of ‘‘beer’’ in the IRC provides that the 
product must contain one-half of one 
percent or more of alcohol by volume, 
whereas there is no minimum alcohol 
content for a ‘‘malt beverage’’ under the 
FAA Act. 

Accordingly, a fermented beverage 
that is brewed from a substitute for malt 
(such as rice or corn) but without any 
malted barley may constitute a ‘‘beer’’ 
under the IRC but does not fall within 
the definition of a ‘‘ malt beverage’’ 
under the FAA Act. Similarly, a 
fermented beverage that is not brewed 
with hops may fall within the IRC 
definition of ‘‘beer’’ but also falls 
outside of the definition of a ‘‘malt 
beverage’’ under the FAA Act. 

It should be noted that saké and 
similar products are included within the 
definition of ‘‘beer’’ under the IRC. See 
26 U.S.C. 5052(a). However, saké is also 
included within the definition of a wine 
under the FAA Act, which, among other 
things, covers only wines with an 
alcohol content of at least seven percent 
alcohol by volume. See 27 U.S.C. 
211(a)(6). Thus, saké and similar 
products with an alcohol content of at 
least seven percent alcohol by volume 
are subject to the labeling and other 
requirements of the FAA Act. 

TTB Jurisdiction Over These Products 
Beers (other than saké and similar 

products) that do not conform to the 
definition of a ‘‘malt beverage’’ in the 
FAA Act are outside the scope of the 
FAA Act and, therefore, are not subject 
to the labeling, advertising, and other 
provisions of the TTB regulations 
promulgated under the FAA Act. This 
means, among other things, that brewers 
and importers of such products are not 
required to obtain a certificate of label 
approval for these beers. 

Brewery products that are not malt 
beverages under the FAA Act but that 
conform to the IRC definition of ‘‘beer’’ 
are still subject to all applicable 
requirements of the IRC and part 25 of 
the TTB regulations, including the 
labeling of bottles (§ 25.142) and the 
approval of formulas (27 CFR 25.55). 
Furthermore, all alcohol beverages 
containing not less than one-half of one 
percent alcohol by volume and intended 
for human consumption are subject to 
the Government health warning 
statement requirements of the Alcoholic 
Beverage Labeling Act of 1988 (the 
ABLA, codified at 27 U.S.C. 213 through 
219 and 219a) and the ABLA 
implementing regulations in part 16 of 
the TTB regulations (27 CFR part 16). 

In cases where a brewery product 
(other than saké and similar products) 
fails to meet the definition of a ‘‘malt 
beverage’’ under the FAA Act, the 
product will be subject to ingredient 
and other labeling requirements 
administered by the U.S. Food and Drug 
Administration (FDA). As reflected in 
the 1987 Memorandum of 
Understanding between FDA and TTB’s 
predecessor agency, the Bureau of 
Alcohol, Tobacco and Firearms (ATF), 
TTB is responsible for the promulgation 
and enforcement of regulations with 
respect to the labeling of distilled 
spirits, wines, and malt beverages 
pursuant to the FAA Act. Importantly, 
however, in cases where an alcohol 
beverage is not covered by the labeling 
provisions of the FAA Act, the product 
is subject to ingredient and other 
labeling requirements under the Federal 
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Food, Drug, and Cosmetic Act, and the 
implementing regulations that are 
administered by FDA. 

Required Quantities of Malted Barley 
and Hops to Qualify as a Malt Beverage 
Under the FAA Act 

TTB and its predecessor agency have 
previously provided guidance on the 
minimum quantities of malted barley 
and hops required to be used in the 
production of malt beverages. In 1994, 
the Bureau of Alcohol, Tobacco and 
Firearms (ATF) issued ATF Compliance 
Matters 94–1, which provided that beers 
fermented from at least 25 percent 
malted barley (calculated as the 
percentage of malt, by weight, compared 
to the total dry weight of all ingredients 
contributing fermentable extract to the 
base product) and made with at least 
71⁄2 pounds of hops (or the equivalent 
thereof in hop extracts or hop oils) per 
100 barrels were ‘‘malt beverages’’ 
under the FAA Act. Because neither the 
FAA Act nor the implementing 
regulations in 27 CFR part 7 prescribe 
minimum standards for the amount of 
malted barley used in the production of 
a malt beverage, we are now 
reconsidering this guidance. 

Pending a decision on whether to 
engage in rulemaking on this issue, TTB 
will continue to address inquiries from 
brewers regarding the classification of 
fermented beverages that contain hops 
and malted barley, but are made from 
less than 25 percent malted barley or 
less than 71⁄2 pounds of hops per 100 
barrels. For example, we recently 
determined that a neutral malt beer base 
containing a much lower amount of 
malted barley (one percent of the total 
dry weight of all ingredients 
contributing fermentable extract to the 
product) conformed to the definition of 
a ‘‘malt beverage.’’ 

Brewers and importers should contact 
the Assistant Director, Advertising, 
Labeling and Formulation Division, if 
they have a question as to whether a 
particular product falls within the 
definition of a ‘‘malt beverage’’ and 
therefore is subject to the certificate of 
label approval and other requirements 
under the FAA Act. 

TTB Holding 
Held, in order for a brewery product 

to fall within the definition of a ‘‘malt 
beverage’’ under the FAA Act, it must 
be a fermented beverage made from both 
malted barley and hops, or their parts, 
or their products. A fermented beverage 
that qualifies as a ‘‘beer’’ under the IRC 
(other than saké or similar products) but 
that is made without both malted barley 
and hops is not subject to the 
requirements of the FAA Act. 

Dated: July 7, 2008. 
John J. Manfreda, 
Administrator. 

Dated: July 14, 2008. 
John J. Manfreda, 
Administrator. 
[FR Doc. E8–16413 Filed 7–17–08; 8:45 am] 
BILLING CODE 4810–31–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 100 

[USCG–2008–0220] 

RIN 1625–AA00 

Regattas and Marine Parades; Great 
Lakes Annual Marine Events 

AGENCY: Coast Guard, DHS. 
ACTION: Final rule. 

SUMMARY: The Coast Guard is amending 
special local regulations for annual 
regattas and marine parades in the 
Captain of the Port Detroit zone. This 
rule is intended to ensure safety of life 
on the navigable waters immediately 
prior to, during, and immediately after 
regattas or marine parades. This rule 
will establish restrictions upon, and 
control movement of, vessels in a 
specified area immediately prior to, 
during, and immediately after regattas 
or marine parades. 
DATES: This rule is effective July 18, 
2008. 
ADDRESSES: Comments and material 
received from the public, as well as 
documents mentioned in this preamble 
as being available in the docket, are part 
of docket USCG–2008–0220 and are 
available online at www.regulations.gov. 
This material is also available for 
inspection or copying at two locations: 
The Docket Management Facility (M– 
30), U.S. Department of Transportation, 
West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue, SE., 
Washington, DC 20590, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays and the U.S. 
Coast Guard, Sector Detroit, 110 Mt. 
Elliot Ave., Detroit, MI 48207 between 
8 a.m. and 4 p.m., Monday through 
Friday, except Federal holidays. 
FOR FURTHER INFORMATION CONTACT: If 
you have questions on this rule, call 
CDR Joseph Snowden, Prevention, U.S. 
Coast Guard Sector Detroit at (313) 568– 
9580. If you have questions on viewing 
the docket, call Renee V. Wright, 
Program Manager, Docket Operations, 
telephone (202) 366–9826. 

SUPPLEMENTARY INFORMATION: 

Regulatory Information 

On April 25, 2008, we published a 
notice of proposed rulemaking (NPRM) 
entitled Regattas and Marine Parades; 
Great Lakes Annual Marine Events, in 
the Federal Register (73 FR 22303). We 
received 0 letters commenting on the 
proposed rule. No public meeting was 
requested, and none was held. 

Under 5 U.S.C. 553(d)(3), the Coast 
Guard finds that good cause exists for 
making this rule effective less than 30 
days after publication in the Federal 
Register. Delaying this rule would be 
contrary to the public interest of 
ensuring the safety and security of the 
spectators and participants during this 
event and immediate action is necessary 
to prevent possible loss of life or 
property. 

Background and Purpose 

This rule will remove the specific 
entries from table 1 found in 33 CFR 
100.901, Great Lakes annual marine 
events that apply to regattas and marine 
parades in the Captain of the Port 
Detroit zone and list each regatta or 
marine parade as a subpart. This rule 
will also add several regattas and 
marine parades not previously listed in 
33 CFR Part 100 and remove several 
events that no longer occur annually or 
are not regattas or marine parades. 

Discussion of Comments and Changes 

No comments were received and no 
changes were made to this rule. 

Regulatory Analyses 

We developed this rule after 
considering numerous statutes and 
executive orders related to rulemaking. 
Below we summarize our analyses 
based on 13 of these statutes or 
executive orders. 

Regulatory Planning and Review 

This rule is not a ‘‘significant 
regulatory action’’ under section 3(f) of 
Executive Order 12866, Regulatory 
Planning and Review, and does not 
require an assessment of potential costs 
and benefits under section 6(a)(3) of that 
Order. The Office of Management and 
Budget has not reviewed it under that 
Order. 

The Coast Guard’s use of these special 
local regulations will be periodic in 
nature, of short duration, and designed 
to minimize the impact on navigable 
waters. These special local regulations 
will only be enforced immediately 
before and during the time the marine 
events are occurring. Furthermore, these 
special local regulations have been 
designed to allow vessels to transit 
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unrestricted through portions of the 
waterways not affected by the special 
local regulations. The Coast Guard 
expects insignificant adverse impact to 
mariners from the activation of these 
special local regulations. 

Small Entities 
Under the Regulatory Flexibility Act 

(5 U.S.C. 601–612), we have considered 
whether this rule would have a 
significant economic impact on a 
substantial number of small entities. 
The term ‘‘small entities’’ comprises 
small businesses, not-for-profit 
organizations that are independently 
owned and operated and are not 
dominant in their fields, and 
governmental jurisdictions with 
populations of less than 50,000. 

The Coast Guard certifies under 5 
U.S.C. 605(b) that this rule would not 
have a significant economic impact on 
a substantial number of small entities. 

This rule would affect the following 
entities, some of which might be small 
entities: The owners or operators of 
vessels intending to transit or anchor in 
the areas designated as special local 
regulations in paragraphs (4) through 
(13) during the dates and times the 
special local regulations are being 
enforced. 

These special local regulations would 
not have a significant economic impact 
on a substantial number of small entities 
for the following reasons: The special 
local regulations in this rule would be 
in effect for short periods of time, and 
only once per year; and the special local 
regulations have been designed to allow 
traffic to pass safely around the zone 
whenever possible and vessels will be 
allowed to pass through the zones with 
the permission of the Captain of the 
Port. 

Assistance for Small Entities 
Under section 213(a) of the Small 

Business Regulatory Enforcement 
Fairness Act of 1996 (Pub. L. 104–121), 
in the NPRM we offered to assist small 
entities in understanding the rule so 
that they could better evaluate its effects 
on them and participate in the 
rulemaking process. 

Small businesses may send comments 
on the actions of Federal employees 
who enforce, or otherwise determine 
compliance with, Federal regulations to 
the Small Business and Agriculture 
Regulatory Enforcement Ombudsman 
and the Regional Small Business 
Regulatory Fairness Boards. The 
Ombudsman evaluates these actions 
annually and rates each agency’s 
responsiveness to small business. If you 
wish to comment on actions by 
employees of the Coast Guard, call 1– 

888–REG–FAIR (1–888–734–3247). The 
Coast Guard will not retaliate against 
small entities that question or complain 
about this rule or any policy or action 
of the Coast Guard. We did not receive 
any comments for this section. 

Collection of Information 

This rule calls for no new collection 
of information under the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501– 
3520). 

Federalism 

A rule has implications for federalism 
under Executive Order 13132, 
Federalism, if it has a substantial direct 
effect on State or local governments and 
would either preempt State law or 
impose a substantial direct cost of 
compliance on them. We have analyzed 
this rule under that Order and have 
determined that it does not have 
implications for federalism. 

Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act 
of 1995 (2 U.S.C. 1531–1538) requires 
Federal agencies to assess the effects of 
their discretionary regulatory actions. In 
particular, the Act addresses actions 
that may result in the expenditure by a 
State, local, or tribal government, in the 
aggregate, or by the private sector of 
$100,000,000 or more in any one year. 
Though this rule will not result in such 
an expenditure, we do discuss the 
effects of this rule elsewhere in this 
preamble. 

Taking of Private Property 

This rule will not effect a taking of 
private property or otherwise have 
taking implications under Executive 
Order 12630, Governmental Actions and 
Interference with Constitutionally 
Protected Property Rights. 

Civil Justice Reform 

This rule meets applicable standards 
in sections 3(a) and 3(b)(2) of Executive 
Order 12988, Civil Justice Reform, to 
minimize litigation, eliminate 
ambiguity, and reduce burden. We did 
not receive any comments for this 
section. 

Protection of Children 

We have analyzed this rule under 
Executive Order 13045, Protection of 
Children from Environmental Health 
Risks and Safety Risks. This rule is not 
an economically significant rule and 
does not create an environmental risk to 
health or risk to safety that may 
disproportionately affect children. We 
did not receive any comments for this 
section. 

Indian Tribal Governments 

The Coast Guard recognizes the treaty 
rights of Native American Tribes. 
Moreover, the Coast Guard is committed 
to working with Tribal Governments to 
implement local policies and to mitigate 
tribal concerns. We have determined 
that these regulations and fishing rights 
protection need not be incompatible. 
We have also determined that this Rule 
does not have tribal implications under 
Executive Order 13175, Consultation 
and Coordination with Indian Tribal 
Governments, because it does not have 
a substantial direct effect on one or 
more Indian tribes, on the relationship 
between the Federal Government and 
Indian tribes, or on the distribution of 
power and responsibilities between the 
Federal Government and Indian tribes. 
Nevertheless, Indian Tribes that have 
questions concerning the provisions of 
this Rule or options for compliance are 
encouraged to contact the point of 
contact listed under FOR FURTHER 
INFORMATION CONTACT. 

Energy Effects 

We have analyzed this rule under 
Executive Order 13211, Actions 
Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use. We have 
determined that it is not a ‘‘significant 
energy action’’ under that order because 
it is not a ‘‘significant regulatory action’’ 
under Executive Order 12866 and is not 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy. The Administrator of the Office 
of Information and Regulatory Affairs 
has not designated it as a significant 
energy action. Therefore, it does not 
require a Statement of Energy Effects 
under Executive Order 13211. We did 
not receive any comments for this 
section. 

Technical Standards 

The National Technology Transfer 
and Advancement Act (NTTAA) (15 
U.S.C. 272 note) directs agencies to use 
voluntary consensus standards in their 
regulatory activities unless the agency 
provides Congress, through the Office of 
Management and Budget, with an 
explanation of why using these 
standards would be inconsistent with 
applicable law or otherwise impractical. 
Voluntary consensus standards are 
technical standards (e.g., specifications 
of materials, performance, design, or 
operation; test methods; sampling 
procedures; and related management 
systems practices) that are developed or 
adopted by voluntary consensus 
standards bodies. 

VerDate Aug<31>2005 16:19 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00028 Fmt 4700 Sfmt 4700 E:\FR\FM\18JYR1.SGM 18JYR1rw
ilk

in
s 

on
 P

R
O

D
1P

C
63

 w
ith

 R
U

LE
S



41263 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Rules and Regulations 

This rule does not use technical 
standards. Therefore, we did not 
consider the use of voluntary consensus 
standards. We did not receive any 
comments for this section. 

Environment 

We have analyzed this rule under 
Commandant Instruction M16475.lD 
and Department of Homeland Security 
Management Directive 5100.1, which 
guide the Coast Guard in complying 
with the National Environmental Policy 
Act of 1969 (NEPA) (42 U.S.C. 4321– 
4370f), and have concluded that there 
are no factors in this case that would 
limit the use of a categorical exclusion 
under section 2.B.2 of the Instruction. 
Therefore, this rule is categorically 
excluded, under figure 2–1, paragraph 
(35)(h) of the Instruction, from further 
environmental documentation. This 
event establishes a regulated area for 
marine events, therefore paragraph 
(35)(h) of the Instruction applies. 

A final environmental analysis 
checklist and a final categorical 
exclusion determination are available in 
the docket where indicated under 
ADDRESSES. 

List of Subjects in 33 CFR Part 100 

Harbors, Marine Safety, Navigation 
(water), Reporting and recordkeeping 
requirements, Security measures, 
Waterways. 
� For the reasons discussed in the 
preamble, the Coast Guard amends 33 
CFR part 100 as follows: 

PART 100—SAFETY OF LIFE ON 
NAVIGABLE WATERS 

� 1. The authority citation for part 100 
continues to read as follows: 

Authority: 33 U.S.C. 1233. 

� 2. Amend § 100.901 by removing the 
entry ‘‘Group Detroit, MI’’ from Table 1 
and adding paragraph (f) to read as 
follows: 

§ 100.901 Great Lakes annual marine 
events. 

* * * * * 
(f) Patrol Commander means a Coast 

Guard commissioned, warrant, or petty 
officer who has been designated by the 
Captain of the Port to monitor a regatta 
area, permit entry into the regatta area, 
give legally enforceable orders to 
persons or vessels within the regatta 
area, and take other actions authorized 
by the Captain of the Port. 

§ 100.902 [Removed and Reserved] 

� 4. Remove and reserve § 100.902. 
� 5. Add § 100.911 to read as follows: 

§ 100.911 Bay City Airshow, Bay City, MI. 
(a) Regulated Area. A regulated area is 

established to include all waters of the 
Saginaw River bound on the south by a 
line extending from a point of land on 
the western shore at position 43°32.2′ N; 
083°53.3′ W, east to a point of land on 
the eastern shore located at position 
43°32.2′ N; 083°53.2′ W, and bounded 
on the north by a line extending from 
a point of land on the western shore at 
position 43°33.4′ N; 083°54.5′ W, east to 
a point of land on the eastern shore 
located at position 43°33.4′ N; 083°54.3′ 
W. (NAD 83). This area is south of 
Middle Ground Island near Clements 
Municipal Airport. 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: Two days 
during the second week in August. The 
exact dates and times for this event will 
be determined annually. 
� 6. Add § 100.912 to read as follows: 

§ 100.912 Detroit Bell Isle Grand Prix, 
Detroit, MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of the 
Detroit River near Belle Isle, bounded by 
a line extending from a point of land on 
the southern shore of Belle Isle located 
at position 42°20′00″ N; 082°59′45″ W, 
to 50 yards offshore at position 
42°19′57″; 082°59′ 43″, and continuing 
at a distance of 50 yards around the 
western end of Belle Isle to the Belle Isle 
Bridge, maintaining a constant distance 
of 50 yards from the shoreline and 
terminating at position 42°20′28″; 
082°59′43″ on the northern side of Belle 
Isle, adjacent to a point on land at 
position 42°20′24″ N; 082°59′48″ W 
(NAD 83). This area wraps around the 
downstream end of Belle Isle. 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The last 
weekend in August. The exact dates and 
times for this event will be determined 
annually. 
� 7. Add § 100.913 to read as follows: 

§ 100.913 ACORA Garwood Classic 
Offshore Race, Algonac, MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of St. 
Clair River’s North Channel, Algonac, 
Michigan, bounded by a north/south 
line beginning at a point of land 
adjacent to Allen Boats, Algonac, MI 

(position 42°37′05″ N, 082°33′34″ W) 
extending to a point of land on Harsens 
Island (position 42°36′49″ N, 082°33′34″ 
W) extending east along the shoreline of 
Harsens Island to north/south line 
beginning at position 42°37′16″ N, 
082°31′11″ W (approx. 500 ft west of the 
Russell Island buoy) extending north to 
a point at position 42°37′28″ N, 
082°31′11″ W (approx. 300 ft offshore 
from the Russell Boat Club), then west 
along the shoreline of Algonac, MI 
stopping at the point of origin. (NAD 
83). 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The first 
weekend in August. The exact dates and 
times for this event will be determined 
annually. 
� 8. Add § 100.914 to read as follows: 

§ 100.914 Trenton Rotary Roar on the 
River, Trenton, MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of the 
Detroit River, Trenton, Michigan, 
bounded by an east/west line beginning 
at a point of land at the northern end of 
Elizabeth Park in Trenton, MI, located at 
position 42°8.2′ N; 083°10.6′ W, 
extending east to a point near the center 
of the Trenton Channel located at 
position 42°8.2′ N; 083°10.4′ W, 
extending south along a north/south 
line to a point at the Grosse Ile Parkway 
Bridge located at position 42°7.7′ N; 
083°10.5′ W, extending west along a line 
bordering the Grosse Ile Parkway Bridge 
to a point on land located at position 
42°7.7′ N; 083°10.7′ W, and along the 
shoreline to the point of origin. (NAD 
83). This area is in the Trenton Channel 
between Trenton and Grosse Isle, MI. 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The third 
week in July. The exact dates and times 
for this event will be determined 
annually. 
� 9. Add § 100.915 to read as follows: 

§ 100.915 St. Clair River Classic Offshore 
Race, St. Clair, MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of the 
St. Clair River, St. Clair, Michigan, 
bounded by latitude 42°52′00″ N to the 
north; latitude 42°49′00″ N to the south; 
the shoreline of the St. Clair River on 
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the west; and the international 
boundary line on the east (NAD 83). 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The last week 
in July. The exact dates and times for 
this event will be determined annually. 
� 10. Add § 100.916 to read as follows: 

§ 100.916 Chris Craft Silver Cup Races, 
Algonac, MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of the 
St. Clair River, North Channel, Algonac, 
Michigan, bounded on the north by a 
line starting at the northern end of 
Russel Island at position 42°37.0′ N; 
082°31.4′ W extending across the 
channel to Algonac to a point at 
position 42°37.4′ N; 082°31.5′ W, and 
bounded on the south by a line starting 
north of Grande Point Cut on Russel 
Island at position 42°36.3′ N; 082°32.5′ 
W extending across the channel to 
Algonac to a point at position 42°36.5′ 
N; 082°32.6′ W. (NAD 83). 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The third 
week in August. The exact dates and 
times for this event will be determined 
annually. 
� 11. Add § 100.917 to read as follows: 

§ 100.917 The Old Club Cannonade, 
Harsens Island, MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of Lake 
St. Clair in an area bound by the 
coordinates starting at the cannon firing 
position located at 42°32.5′ N; 082°40.1′ 
W extending west to the Old Channel 
Light located at position 42°32.5′ N; 
082°41.6′ W angling northeast to 
position 42°33.5′ N; 082°40.6′ W then 
angling southeast to the point of origin 
creating a triangle shaped safety zone. 
(NAD 83). This area is near the southern 
end of Harsens Island in Muscamoot 
Bay. 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The third 
week in October. The exact dates and 
times for this event will be determined 
annually. 
� 12. Add § 100.918 to read as follows: 

§ 100.918 Detroit APBA Gold Cup, Detroit, 
MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of the 
Detroit River, Belle Isle, Michigan, 
bound on the west by the Belle Isle 
Bridge (position 42°20′20″ N, 083°00′00″ 
W to 42°20′24″ N, 083°59′45″ W), and 
on the east by a north-south line drawn 
through Waterworks Intake Crib Light 
(Light List Number 8350; position 
42°21′06″ N, 082°58′00″ W) (NAD 83). 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The first or 
second week in June. The exact dates 
and times for this event will be 
determined annually. 
� 13. Add § 100.919 to read as follows: 

§ 100.919 International Bay City River 
Roar, Bay City, MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of the 
Saginaw River bounded on the north by 
the Liberty Bridge, located at 43°36.3′ N, 
083°53.4′ W, and bounded on the south 
by the Veterans Memorial Bridge, 
located at 43°35.8′ N, 083°53.6′ W. 
(NAD 83). 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The third or 
fourth week in June. The exact dates 
and times for this event will be 
determined annually. 
� 14. Add § 100.920 to read as follows: 

§ 100.920 Tug Across the River, Detroit, 
MI. 

(a) Regulated Area. A regulated area is 
established to include all waters of the 
Detroit River, Detroit, Michigan, 
bounded on the south by the 
International boundary, on the west by 
083°03′ W, on the east by 083°02′ W, 
and on the north by the U.S. shoreline 
(DATUM: NAD 83). This position is 
located on the Detroit River in front of 
Hart Plaza, Detroit, MI. 

(b) Special Local Regulations. The 
regulations of § 100.901 apply. No 
vessel may enter, transit through, or 
anchor within the regulated area 
without the permission of the Coast 
Guard Patrol Commander. 

(c) Enforcement Period: The third or 
fourth week in June. The exact dates 
and times for this event will be 
determined annually. 

(d) Vessel operators desiring to enter 
or operate within the regulated area 
shall contact the Coast Guard Patrol 
Commander to obtain permission to do 
so. Vessel operators given permission to 
enter or operate in the regulated area 
must comply with all directions given to 
them by the Coast Guard Patrol 
Commander. 

Dated: July 1, 2008. 
F.M. Midgette, 
Captain, U.S. Coast Guard, Captain of the 
Port Detroit. 
[FR Doc. E8–16397 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–15–P 

DEPARTMENT OF DEFENSE 

Department of the Army, Corps of 
Engineers 

33 CFR Part 334 

United States Marine Corps Restricted 
Area and Danger Zone, Neuse River 
and Tributaries, Marine Corps Air 
Station Cherry Point, NC 

AGENCY: United States Army Corps of 
Engineers, DoD. 
ACTION: Final rule. 

SUMMARY: The Corps of Engineers is 
amending its regulations to designate an 
existing rifle range fan as a danger zone. 
The military exercise area is located 
within the Rifle Range of Marine Corps 
Air Station Cherry Point, North 
Carolina, along the Neuse River. The 
danger zone will only be activated by 
the Marine Corps Air Station Cherry 
Point during range operational hours. 
The Marine Corps will advise residents 
in the vicinity of the range fan thus 
ensuring their safety by alerting them to 
temporary potential hazardous 
conditions which may exist as a result 
of small arms exercises. There will be 
no change in the use of the existing 
exercise area. The area will be marked 
on navigation charts to ensure security 
and safety for the public. Entry points 
into the danger zone will be 
prominently marked with signage 
indicating the boundary of the danger 
zone. The placement of aids to 
navigation and regulatory markers will 
be installed in accordance with the 
requirements of the United States Coast 
Guard. If the proposed signage exceeds 
nationwide permit and/or regional 
general permit conditions, the 
Commander, United States Marine 
Corps, Marine Corps Air Station Cherry 
Point, North Carolina, will seek 
additional Department of the Army 
authorizations. 
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DATES: Effective date: August 18, 2008. 
ADDRESSES: U.S. Army Corps of 
Engineers, ATTN: CECW–CO (David B. 
Olson), 441 G Street, NW., Washington, 
DC 20314–1000. 
FOR FURTHER INFORMATION CONTACT: Mr. 
David Olson, Headquarters, Operations 
and Regulatory Community of Practice, 
Washington, DC, at (202) 761–4922, Mr. 
Scott Jones, Corps of Engineers, 
Wilmington District, Regulatory Branch, 
at (202) 761–7763, or Ms. Tracey 
Wheeler, Corps of Engineers, 
Wilmington District, Regulatory Branch, 
at (252) 975–1616. 
SUPPLEMENTARY INFORMATION: In the 
April 25, 2007, issue of the Federal 
Register (72 FR 20460), the Corps 
published a proposed rule to designate 
an existing rifle range fan as a danger 
zone. The proposed danger zone is 
within an existing restricted area that 
was established in 1951 (16 FR 2578) 
and amended in 1997 (62 FR 17553). In 
response to the April 25, 2007, proposed 
rule, no comments were received. 

Pursuant to its authorities in section 
7 of the Rivers and Harbors Act of 1917 
(40 Stat. 266; 33 U.S.C. 1) and Chapter 
XIX of the Army Appropriations Act of 
1919 (40 Stat. 892; 33 U.S.C. 3), the 
Corps amends 33 CFR 334.430 by 
adding a danger zone along the Neuse 
River as described below. The 
regulations governing the existing 
restricted area have not been changed. 

Procedural Requirements 

a. Review Under Executive Order 12866 
This rule is issued with respect to a 

military function of the Defense 
Department and the provisions of 
Executive Order 12866 do not apply. 

b. Review Under the Regulatory 
Flexibility Act 

This rule has been reviewed under the 
Regulatory Flexibility Act (Pub. L. 96– 
354) which requires the preparation of 
a regulatory flexibility analysis for any 
regulation that will have a significant 
economic impact on a substantial 
number of small entities (i.e., small 
businesses and small governments). The 
Corps has determined that the 
establishment of this danger zone will 
have practically no economic impact on 
the public, result in no anticipated 
navigational hazard, and will not 
interfere with existing waterway traffic. 
This rule will have no significant 
economic impact on small entities. 

c. Review Under the National 
Environmental Policy Act 

Due to the administrative nature of 
this action and because there is no 
intended change in the use of the area, 

the Corps determined that this 
regulation will not have a significant 
impact to the quality of the human 
environment and, therefore, preparation 
of an environmental impact statement 
will not be required. An environmental 
assessment has been prepared. The 
environmental assessment may be 
reviewed at the District office listed at 
the end of FOR FURTHER INFORMATION 
CONTACT, above. 

d. Unfunded Mandates Act 
This rule does not impose an 

enforceable duty on the private sector 
and, therefore, it is not a Federal private 
sector mandate and it is not subject to 
the requirements of either section 202 or 
section 205 of the Unfunded Mandates 
Act. We have also found under section 
203 of the Act that small governments 
will not be significantly and uniquely 
affected by this rulemaking. 

List of Subjects in 33 CFR Part 334 
Danger zones, Marine safety, 

Navigation (water), Restricted areas, 
Waterways. 
� For the reasons set out in the 
preamble, the Corps amends 33 CFR 
part 334, as follows: 

PART 334—DANGER ZONE AND 
RESTRICTED AREA REGULATIONS 

� 1. The authority citation for part 334 
continues to read as follows: 

Authority: 40 Stat. 266 (33 U.S.C. 1) and 
40 Stat. 892 (33 U.S.C. 3). 

� 2. Revise § 334.430 to read as follows: 

§ 334.430 Neuse River and tributaries at 
Marine Corps Air Station Cherry Point, 
North Carolina; restricted area and danger 
zone. 

(a) The restricted area. That portion of 
Neuse River within 500 feet of the shore 
along the reservation of the Marine 
Corps Air Station, Cherry Point, North 
Carolina, extending from the mouth of 
Hancock Creek to a point approximately 
6,800 feet west of the mouth of Slocum 
Creek, and all waters of Hancock and 
Slocum Creeks and their tributaries 
within the boundaries of the 
reservation. 

(b) The danger zone. The waters 
within an area beginning at latitude 
34.923425° N, longitude ¥76.853222° 
W; thence northeasterly across Hancock 
Creek to latitude 34.925258° N, 
longitude ¥76.849864° W; continuing 
northeasterly to latitude 34.933382° N, 
longitude ¥76.835081° W; thence 
northwesterly to the Neuse River 
shoreline at latitude 34.936986° N, 
longitude ¥76.841197° W, continuing 
northwesterly to latitude 34.943275° N, 
longitude ¥76.852169° W; thence 

southwesterly along the shorelines to 
latitude 34.935111° N, longitude 
¥76.859078° W; thence southeasterly 
along Hancock Creek shoreline to the 
point of origin. 

(c) The regulations. (1) Except in cases 
of extreme emergency, all persons or 
vessels, other than those operated by the 
United States Navy or United States 
Coast Guard, are prohibited from 
entering the restricted area without 
prior permission of the enforcing 
agency. 

(2) Entry points into the danger zone 
will be prominently marked with 
signage indicating the boundary of the 
danger zone. 

(3) Firing will take place both day and 
night at irregular periods throughout the 
year. Appropriate warnings will be 
issued through official government and 
civilian channels serving the region. 
Such warnings will specify the time and 
duration of operations and give such 
other pertinent information as may be 
required in the interest of safety. Upon 
completion of firing or if the scheduled 
firing is cancelled for any reason, the 
warning signals marking the danger 
zone will be removed. 

(4) Except as otherwise provided in 
this section the danger zone will be 
open to general public access. Vessels, 
watercraft, and other vehicles may 
proceed through the danger zone. 

(5) The regulation in this section shall 
be enforced by the Commanding Officer, 
Marine Corps Air Station Cherry Point, 
North Carolina, and/or persons or 
agencies as he/she may designate. 

Dated: July 11, 2008. 
James R. Hannon, Jr., 
Acting Chief, Operations, Directorate of Civil 
Works. 
[FR Doc. E8–16454 Filed 7–17–08; 8:45 am] 
BILLING CODE 3710–92–P 

POSTAL REGULATORY COMMISSION 

39 CFR Part 3020 

[Docket No. CP2008–7; Order No. 84] 

Administrative Practice and 
Procedure; Postal Service 

AGENCY: Postal Regulatory Commission. 
ACTION: Direct final rule. 

SUMMARY: The Commission is adding 
the Postal Service’s negotiated 
agreement with China Post Group to the 
competitive product list. This action is 
consistent with changes in a recent law 
governing postal operations. Re- 
publication of the lists of market 
dominant and competitive products is 
also consistent with new requirements 
in the law. 
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1 Notice of United States Postal Service of 
Governors’ Decision on Inbound Prices Under 
Express Mail International (EMS) Bilateral/ 
Multilateral Agreements, May 20, 2008 (Notice). 

2 Notice of United States Postal Service of Filing 
an Agreement for Inbound Express Mail 
International (EMS) Prices, May 20, 2008 (Pricing 
Notice). 

3 PRC Order No. 79, Notice and Order Concerning 
Prices Under Express Mail International Bilateral/ 
Multilateral Agreements, June 3, 2008 at 2 (Order 
No. 79). 

4 United States Postal Service Response to Order 
No. 79 and Notice of Filing Information Responsive 
to Part 3020 of the Commission’s Rules of Practice 

and Procedure, June 10, 2008 (Postal Service 
Response). 

5 Public Representative Comments in Response to 
United States Postal Service Notice of Negotiated 
Service Agreement (NSA) for Inbound Express Mail 
International (EMS) with China Post (Public 
Representative Comments); Comments of United 
Parcel Service in Response to Order Concerning 
Prices Under Express Mail International Bilateral/ 
Multilateral Agreements (UPS Comments); both 
filed June 16, 2008. 

6 The Commission notes that the Postal Service 
derived inflation adjustment factors from two point 
estimates for a 21-month period, September 2007 to 
May 2009, rather than June 2008 to May 2009, 
which coincides with the duration of the bilateral 
agreement. The Commission also notes that the 
estimate of the total unit cost of inbound Express 
Mail from China Post Group is based upon an 
estimate of the unit cost of domestic mail 
processing that represents an average of the 
domestic mail processing cost of inbound Express 
Mail from all countries rather than the average unit 
domestic mail processing cost for transition system 
countries. These observations did not have a 
significant impact on the overall analysis; however, 
the rationale for a 21-month period and the use of 
an average should be explained when filing future 
similar agreements. 

DATES: Effective July 18, 2008. Related 
Postal Service filings due July 23, 2008. 
FOR FURTHER INFORMATION CONTACT: 
Stephen L. Sharfman, General Counsel, 
202–789–6820 or 
stephen.sharfman@prc.gov. 

SUPPLEMENTARY INFORMATION: On May 
20, 2008, the Postal Service filed notice, 
pursuant to 39 U.S.C. 3632(b)(3) and 39 
CFR 3015.5, of the Governors’ decision 
establishing prices for competitive 
products not of general applicability for 
Inbound Express Mail International 
(EMS).1 The Postal Service’s filing, 
docketed as Docket No. CP2008–6, 
includes supporting material, including 
the Governors’ decision, filed under 
seal. Concurrently, the Postal Service 
filed notice, pursuant to 39 CFR 3015.5, 
of a specific negotiated service 
agreement covering Inbound EMS 
prices.2 This filing, docketed as Docket 
No. CP2008–7, includes the contract 
and supporting materials filed under 
seal. 

On June 3, 2008, the Commission 
issued Order No. 79, which determined 
that Docket No. CP2008–6 establishes, 
in essence, a shell classification, while 
Docket No. CP2008–7 is a specific 
agreement negotiated pursuant to the 
conditions of the shell classification. 
Given this interrelationship, the 
Commission consolidated the 
proceedings for purposes of review 
under Docket No. CP2008–7.3 

In Order No. 79, the Commission also 
reiterated its position that each 
negotiated service agreement will 
initially be classified as a separate 
product, while acknowledging the 
possibility of grouping functionally 
equivalent agreements as a single 
product if they exhibit similar cost and 
market characteristics. Id. at 2–3. This, 
in effect, invoked the filing and review 
requirements of 39 CFR part 3020, 
subpart B, along with the requirements 
of rule 3015.5 for competitive products. 

On June 10, 2008, the Postal Service 
filed material responsive to questions 
posed in Order No. 79, and material 
responsive to 39 CFR part 3020, subpart 
B.4 The material responsive to 39 CFR 

part 3020, subpart B included a 
statement of supporting justification 
sponsored by Pranab Shah. See Postal 
Service Response, Attachment A. 

The Commission previously 
proposed, at a minimum, identifying 
each international mail agreement with 
foreign posts involving competitive 
products (both in the Mail Classification 
Schedule and in other documents 
generated by the Commission) by the 
name(s) of the foreign post(s), the mail 
product(s) involved, and the 
agreement’s expiration date. Order No. 
79 at 3–4. In this instance, the Postal 
Service did not object to this proposal. 
Postal Service Response at 3. 

The Commission also noted that it has 
made no determination as to whether 
the portions of the agreement in Docket 
No. CP2008–7 that relate to outbound 
mail are subject to its review. Order No. 
79 at 3. The Postal Service reiterated its 
position that an ‘‘outbound EMS 
agreement with China Post Group 
would no more need to be classified as 
a product or otherwise subjected to 
Commission review than would an 
agreement to purchase trucking services 
from highway contractors or to purchase 
air transportation from air carriers.’’ 
Postal Service Response at 3. 

Order No. 79 also provided an 
opportunity for public comment on the 
Postal Service’s proposals. Comments 
were received from the Public 
Representative (an employee of the 
Commission assigned to represent the 
interests of the general public) and 
United Parcel Service.5 Neither the 
Public Representative nor United Parcel 
Service expressed opposition to the 
China Post Group agreement. 

The Public Representative concludes 
that the China Post Group agreement 
‘‘complies with the legal requirements 
for cost coverage and contribution to the 
Postal Service’s institutional costs.’’ 
Public Representative Comments at 4. 
United Parcel Service supports the 
Commission’s conclusion that this 
initial agreement be treated as a new 
product. UPS Comments at 2. It also 
suggests that because private carriers 
face more onerous customs and 
brokerage requirements than the Postal 
Service, the market for international 
package delivery and expedited services 
is less competitive than is often 

assumed. Id. Both the Public 
Representative and United Parcel 
Service discuss issues encompassing the 
provision of materials under seal. Public 
Representative Comments at 2–3; UPS 
Comments at 1. 

Commission analysis. The statutory 
responsibility of the Commission, in 
this instance, is to assign a new product 
to either the market dominant list or the 
competitive product list. 39 U.S.C. 3642. 
As part of this responsibility, the 
Commission also will preliminarily 
review the proposal for compliance with 
the requirements of the Postal 
Accountability and Enhancement Act 
(PAEA) of 2006. For proposed 
competitive products, this includes 
review of the provisions applicable to 
rates for competitive products. 39 U.S.C. 
3633. 

The Postal Service contends that 
adding the shell classification as a 
product will improve the Postal 
Service’s competitive posture. It argues 
that this can be accomplished while 
allowing verification that each 
agreement covers attributable costs, 
does not result in subsidization of 
competitive products by market 
dominant products, and increases 
contribution from competitive products. 
Alternatively, adding the individual 
agreement as a product also will 
improve the competitive posture of the 
Postal Service, but to a lesser degree. 
Postal Service Response, Attachment A, 
at 2. 

The Commission has reviewed the 
financial analysis provided under seal 
that accompanies the agreement and 
finds that the China Post Group 
agreement should cover its attributable 
costs (39 U.S.C. 3633(a)(2)), should not 
lead to the subsidization of competitive 
products by market dominant products 
(39 U.S.C. 3633(a)(1)), and should have 
a positive effect on the collective 
competitive products ability to provide 
their appropriate share of institutional 
costs (39 U.S.C. 3633(a)(3)).6 Thus, a 
preliminary review of the agreement 
indicates that it comports with the 
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7 PRC Order No. 43, Order Establishing 
Ratemaking Regulations for Market Dominant and 
Competitive Products, October 29, 2008, para. 3019. 

8 See United States Postal Service Submission of 
Additional Mail Classification Schedule 
Information in Response to Order No. 43, November 
20, 2007. 

9 See 39 U.S.C. 407(d)(2). Agreements that fall 
outside of the defined product models also are to 
be provided. 

10 This may require future modification of the 
China Post Group descriptive language. 

provisions applicable to rates for 
competitive products. In determining 
whether to assign the China Post Group 
agreement as a product to the market 
dominant product list or the 
competitive product list the 
Commission must consider whether: 
* * * the Postal Service exercises sufficient 
market power that it can effectively set the 
price of such product substantially above 
costs, raise prices significantly, decrease 
quality, or decrease output, without risk of 
losing a significant level of business to other 
firms offering similar products. 

39 U.S.C. 3642(b)(1). If this is the case, 
the product will be categorized as 
market dominant. The competitive 
category of products shall consist of all 
other products. 

The Commission is further required to 
consider the availability and nature of 
enterprises in the private sector engaged 
in the delivery of the product, the views 
of those that use the product, and the 
likely impact on small business 
concerns. 39 U.S.C. 3642(b)(3). 

The Postal Service asserts that its 
bargaining position is constrained by 
the existence of other shippers who can 
provide similar services. Thus, the 
market precludes the Postal Service 
from taking unilateral action to increase 
prices or decrease service without the 
risk of losing volume to private 
companies in the international shipping 
industry. Postal Service Response, 
Attachment A, at 2–3. The Postal 
Service contends that private 
consolidators and freight forwarders 
may offer international arrangements 
under similar conditions. Id. at 3. The 
Postal Service has no specific data on 
the views of those that use the products 
on the regulatory classification. Id. at 4. 
Finally, the Postal Service states that 
large shippers serve the market under 
consideration, and that there should be 
little impact upon small business other 
than adding an additional option for 
shipping articles to the United States. 
Id. 

The Commission previously assigned 
Inbound International Expedited 
Services to the competitive product 
list.7 The Postal Service contends that 
the China Post Group agreement falls 
within the Inbound International 
Expedited Services heading. The 
Commission has not received public 
opposition to the proposed regulatory 
classification during the comment 
period. Having considered the statutory 
requirements, the argument put forth by 
the Postal Service, and the public 
comment, the Commission finds that the 

China Post Group agreement is 
appropriately categorized as a 
competitive product and should be 
added to the competitive product list. 
The revisions to the competitive 
product list are shown below the 
signature of this order, and shall become 
effective upon publication in the 
Federal Register. 

Mail Classification Schedule. The 
Postal Service previously proposed 
applicable draft Mail Classification 
Schedule language governing Inbound 
Express Mail International Services 
(EMS).8 Attachment A to the Governors’ 
decision filed in Docket No. CP2008–6 
repeats this language. These proposals 
suggest assigning the China Post Group 
agreement to the Express Mail, Inbound 
Express Mail International category. In 
Docket Nos. CP2008–4, CP2008–5, 
CP2008–8, CP2008–9, and CP2008–10, 
the Postal Service’s draft Mail 
Classification Schedule language 
proposes to assign the associated 
agreements to the Negotiated Service 
Agreements, Outbound International 
category. The intent of the overall 
Negotiated Service Agreements category 
is to organize all negotiated agreements. 
Thus, the categorization in the instant 
docket does not appear to be consistent 
with the other proposals. The 
Commission invites the Postal Service 
to share its thoughts and concerns on 
development of a consistent approach to 
organizing competitive product 
negotiated agreements within the Mail 
Classification Schedule. 

The Postal Service’s proposed Mail 
Classification Schedule language 
indicates that other negotiated 
agreements may exist within Inbound 
Express Mail International: Bilateral 
Express Mail Service (EMS); EMS 
Cooperative Pay for Performance; 
Kahala Posts Group; European Parcel 
Group; and China Post Group. The 
Commission does not have specific 
information on the negotiated 
agreements for these products. The 
Postal Service shall provide the 
Commission with a list of ongoing 
agreement names, and expiration dates 
separated by product, along with a copy 
of each agreement.9 Providing this 
information will aid the Commission in 
understanding the Postal Service’s 
product offerings, and enhance the 
transparency of the Postal Service to the 
mailing community. 

Updating the Mail Classification 
Schedule. The China Post Group 
agreement contains provisions for early 
termination and automatic renewal of 
the agreement. The Postal Service shall 
notify the Commission of an early 
termination no later than the date of 
termination. The Commission then will 
remove the agreement from the Mail 
Classification Schedule at the earliest 
possible opportunity. The Postal Service 
also shall notify the Commission of an 
automatic renewal of the agreement 15 
days prior its occurrence. Otherwise, the 
Commission will assume that the 
contract has lapsed and remove the 
agreement from the Mail Classification 
Schedule without notice. 

Additional agreements. As of now, 
the China Post Group agreement 
represented by Inbound International 
Expedited Services 1 (CP2008–7) in the 
competitive product list may be 
considered the same entity. In the 
future, the Postal Service may enter into 
other agreements substantially similar to 
the China Post Group agreement. When 
this occurs, Inbound International 
Expedited Services 1 (CP2008–7) will be 
considered the product and the 
included individual agreements will be 
treated as price categories under the 
product.10 

If the Postal Service determines that it 
has entered into an agreement 
substantially equivalent to the China 
Post Group agreement with another 
country, it may file such an agreement 
using the abbreviated requirements 
provided by rule 3015.5. In each case, 
the individual agreement must be filed 
with the Commission, and each 
agreement must meet the requirements 
of 39 U.S.C. 3633. The Postal Service 
shall identify all significant differences 
between the new agreement and the pre- 
existing product group. Such differences 
would include terms and conditions 
that impose new obligations or new 
requirements on any party to the 
agreement. The Commission will verify 
whether or not the second agreement is 
in fact substantially equivalent. 
Agreements that are not substantially 
equivalent will continue to have to meet 
the filing requirements provided by 39 
CFR part 3020, subpart B. If this 
approach proves too cumbersome, 
alternative approaches may be 
considered. 

Confidentiality of information. The 
Commission is aware that the treatment 
of information as confidential is a 
sensitive issue. The Postal Service, the 
Public Representative, and United 
Parcel Service all express valid concerns 
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11 The redacted version should be filed under 
Docket No. MC2008–7. The Commission anticipates 
the redacted version will be similar in nature to 
what the Postal Service provided associated with 
Docket Nos. CP2008–8, CP2008–9, and CP2008–10 
on June 16, 2008. 

that the Commission will address in the 
future on a broader level. 

In this docket, the Commission will 
take a limited first step to add 
transparency and facilitate the process 
of reviewing future agreements of this 
style. The Commission has reviewed the 
Governor’s decision supporting the 
request provided as required by rule 
3020.31(b), and has determined that 
most of the document does not pose a 
risk of competitive harm if disclosed. In 
fact, the Postal Service disclosed similar 
information associated with Docket Nos. 
CP2008–8, CP2008–9, and CP2008–10. 
The Postal Service is directed to file a 
redacted version of the Governor’s 
decision provided under seal in Docket 
No. CP2008–6.11 

It is Ordered: 
1. The China Post Group agreement is 

added as a product not of general 
applicability to the competitive product 
list under Inbound International 
Expedited Services as Inbound 
International Expedited Services 1 
(CP2008–7). 

2. The Postal Service shall provide the 
Commission with suggestions regarding 
the development of a consistent 
approach to organizing competitive 
product negotiated agreements within 
the Mail Classification Schedule by July 
23, 2008. 

3. The Postal Service shall file with 
the Commission a list of all ongoing 
Inbound International Expedited 
Services agreements and expiration 
dates separated by product, along with 
a copy of each agreement, by July 23, 
2008. 

4. The Postal Service shall file with 
the Commission a redacted version of 
the Governors’ decision provided under 
seal in Docket No. CP2008–6 by July 23, 
2008. 

5. The Secretary shall arrange for 
publication of this order in the Federal 
Register. 

By the Commission. 
Issued: June 27, 2008. 

Steven W. Williams, 
Secretary. 

List of Subjects in 39 CFR Part 3020 

Administrative practice and 
procedure; Postal Service. 
� For the reasons stated in the preamble, 
under the authority at 39 U.S.C. 503, the 
Postal Regulatory Commission amends 
39 CFR part 3020 as follows: 

� 1. The authority citation for part 3020 
continues to read as follows: 

Authority: 39 U.S.C. 503; 3622; 3631; 3642; 
3682. 

� 2. In Appendix A to Subpart A of Part 
3020 revise sections 1000 and 2000 to 
read as follows: 

Appendix A to Subpart A of Part 
3020—Mail Classification Schedule 

Part A—Market Dominant Products 
1000 Market Dominant Product List 
First-Class Mail 

Single-piece Letters/Postcards 
Bulk Letters/Postcards 
Flats 
Parcels 
Outbound Single-Piece First-Class Mail 

International 
Inbound Single-Piece First-Class Mail 

International 
Standard Mail (Regular and Nonprofit) 

High Density and Saturation Letters 
High Density and Saturation Flats/Parcels 
Carrier Route 
Letters 
Flats 
Not Flat-Machinables (NFMs)/Parcels 

Periodicals 
Within County Periodicals 
Outside County Periodicals 

Package Services 
Single-Piece Parcel Post 
Inbound Surface Parcel Post (at UPU rates) 
Bound Printed Matter Flats 
Bound Printed Matter Parcels 
Media Mail/Library Mail 

Special Services 
Ancillary Services 
International Ancillary Services 
Address List Services 
Caller Service 
Change-of-Address Credit Card 

Authentication 
Confirm 
International Reply Coupon Service 
International Business Reply Mail Service 
Money Orders 
Post Office Box Service 
Premium Forwarding Service (Experiment) 

Negotiated Service Agreements 
Discover Financial Services Negotiated 

Service Agreement 
Bank One Negotiated Service Agreement 
HSBC North America Holdings Inc. 

Negotiated Service Agreement 
Bookspan Negotiated Service Agreement 
1001 Market Dominant Product 

Descriptions 

* * * * * 
Part B—Competitive Products 
2000 Competitive Product List 
Express Mail 

Express Mail 
Outbound International Expedited Services 
Inbound International Expedited Services 
Inbound International Expedited Services 1 

(CP2008–7) 
Priority Mail 

Priority Mail 
Outbound Priority Mail International 
Inbound Air Parcel Post 

Parcel Select 

Parcel Return Service 
International 

International Priority Airlift (IPA) 
International Surface Airlift (ISAL) 
International Direct Sacks—M-Bags 
Global Customized Shipping Services 
Inbound Surface Parcel Post (at non-UPU 

rates) 
International Money Transfer Service 
International Ancillary Services 

Negotiated Service Agreements 
Domestic 
Outbound International 

* * * * * 

[FR Doc. E8–16031 Filed 7–17–08; 8:45 am] 
BILLING CODE 7710–FW–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R03–OAR–2007–1120; FRL–8693–5] 

Approval and Promulgation of Air 
Quality Implementation Plans; 
Maryland; Reasonably Available 
Control Technology Requirements for 
Marine Vessel and Barge Loading 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: EPA is approving a State 
Implementation Plan (SIP) revision 
submitted by the State of Maryland. 
This revision establishes and requires 
reasonably available control technology 
(RACT) for the control of volatile 
organic compound (VOC) emissions 
from marine vessel and barge loading. 
EPA is approving this SIP revision in 
accordance with the Clean Air Act 
(CAA). 
DATES: Effective Date: This final rule is 
effective on August 18, 2008. 
ADDRESSES: EPA has established a 
docket for this action under Docket ID 
Number EPA–R03–OAR–2007–1120. All 
documents in the docket are listed in 
the http://www.regulations.gov Web 
site. Although listed in the electronic 
docket, some information is not publicly 
available, i.e., confidential business 
information (CBI) or other information 
whose disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available either electronically through 
http://www.regulations.gov or in hard 
copy for public inspection during 
normal business hours at the Air 
Protection Division, U.S. Environmental 
Protection Agency, Region III, 1650 
Arch Street, Philadelphia, Pennsylvania 
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19103. Copies of the State submittal are 
available at the Maryland Department of 
the Environment, 1800 Washington 
Boulevard, Suite 705, Baltimore, 
Maryland, 21230. 
FOR FURTHER INFORMATION CONTACT: 
Gobeail McKinley, (215) 814–2033, or 
by e-mail at mckinley.gobeail@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 
On April 15, 2008 (73 FR 20234), EPA 

published a notice of proposed 
rulemaking (NPR) for the State of 
Maryland. The NPR proposed approval 
of the control of VOC emissions from 
marine vessel and barge loading by 
establishing RACT requirements. The 
formal SIP revision was submitted by 
the Maryland Department of the 
Environment (MDE) on October 24, 
2007. 

II. Summary of SIP Revision 
The Maryland Department of the 

Environment submitted this revision to 
the SIP to establish reasonably available 
control technology requirements for 
marine vessel and barging loading. The 
SIP revision includes amendments to 
Regulation .01 and adoption of new 
Regulation .08 under COMAR 26.11.13 
Control of Gasoline and Volatile Organic 
Compound Storage and Handling. The 
amendment to COMAR 26.11.13.01 
consists of a new definition that defines 
a marine vessel as any tank ship or 
barge that transports VOCs in bulk as 
cargo. The new regulation COMAR 
26.11.13.08 requires owners or operators 
of barge loading facilities in Baltimore 
City, Anne Arundel, Baltimore, Calvert, 
Carroll, Cecil, Charles, Frederick, 
Harford, Howard, Montgomery, and 
Prince George’s Counties to reduce 
capture of VOC vapors by 90 percent if 
emissions from the barge loading equal 
or exceed 25 tons per year (TPY). In the 
rest of the state (Allegheny, Caroline, 
Dorchester, Garrett, Kent, Queen 
Anne’s, St. Mary’s, Somerset, Talbot, 
Washington, Wicomico, and Worchester 
Counties), controls are required if 
emissions are equal to or exceed 50 
TPY. 

The rationale for EPA’s proposed 
action are explained in the NPR and 
will not be restated here. On April 15, 
2008, EPA received a comment on the 
April 15, 2008 NPR. A summary of the 
comment submitted and EPA’s response 
is provided in section III of this 
document. 

III. Summary of Public Comments and 
EPA Response 

Comment: A single commenter 
questions why the state is establishing 
a RACT standard for marine vessel and 

barge loading instead of a Best Available 
Control Technology (BACT) or 
Maximum Achievable Control 
Technology (MACT) standard. The 
commenter also claims that established 
BACT and MACT standards would 
achieve greater control than the 
proposed RACT standard, though at cost 
ranging from somewhat less than 
estimated by the state. 

Response: These amendments, 
submitted by the State of Maryland 
establishing RACT requirements for 
VOC emissions from marine vessel and 
barge loading, are being approved by 
EPA because EPA has determined that 
they properly represent RACT for this 
source category. Since the 1970’s, EPA 
has consistently interpreted RACT to 
mean the lowest emission limit that a 
particular source is capable of meeting 
by the application of the control 
technology that is reasonably available 
considering technological and economic 
feasibility. See, e.g., 72 FR 20586 at 
20610 (April 25, 2007). Maryland 
submitted this SIP revision request 
pursuant to the RACT requirements of 
sections 182 and 184 of the CAA. Other 
provisions of the CAA may require 
BACT or MACT level controls for 
sources. However, these are generally 
considered to be more stringent than 
RACT, and thus, the controls necessary 
to meet BACT or MACT requirements 
may not be the same as controls that 
would meet the RACT requirement. 

Maryland is located in the Ozone 
Transport Region (OTR) that was 
created by section 184 of the CAA. 
Section 184(b)(1)(B) of the CAA requires 
that Maryland implement RACT 
regulations on all VOC sources that have 
the potential to emit 50 TPY or more. In 
addition, section 182(b)(2) requires that 
Maryland implement RACT regulations 
on all major sources of VOC in moderate 
or above ozone nonattainment areas 
within the State. Major VOC sources are 
those with the potential to emit at least 
100 TPY in moderate areas, 50 TPY in 
serious areas, and 25 TPY in severe 
areas. 

BACT, on the other hand, is a case- 
by-case emissions limitation based on 
the maximum degree of reduction of a 
regulated pollutant emitted from a major 
new source or a major modification of 
an existing source, as determined by 
application of EPA’s Prevention of 
Significant Deterioration regulations, 40 
CFR 52.21, which are authorized by 
sections 160–169 of the CAA. BACT, 
therefore, is determined by a different 
standard than RACT and does not apply 
to unmodified existing sources that 
would be covered by the RACT rule. 

Similarly, MACT is also a distinct 
legal requirement and is determined 

through a different standard than RACT. 
MACT standards are designed to reduce 
hazardous air pollutants emissions to a 
maximum achievable degree, taking into 
account factors such as cost and energy 
requirements, as set forth at 40 CFR 
63.41, and as authorized by section 112 
of the CAA. Although EPA has 
promulgated a standard for barge 
loading (40 CFR Part 63 Subpart Y), as 
with BACT, not every source required to 
be covered by the Maryland RACT rule 
would be required to have a MACT 
limit, and the definition of MACT takes 
into account factors that are not 
required for RACT. 

In sum, RACT, MACT, and BACT are 
potentially overlapping emissions 
limitation requirements, authorized by 
different provisions of the CAA, 
directed to remedy distinct problems 
(RACT, in this case, to help attain the 
federal ozone standard by controlling 
emissions of VOC, an ozone precursor; 
BACT to prevent significant 
deterioration in areas attaining a federal 
standard through permitting of new and 
modified sources; and MACT to control 
emissions of listed hazardous air 
pollutants), covering different (but 
potentially overlapping) subsets of 
sources, and based on different control 
standards. 

The commenter’s failure to document 
and support either cost data provided in 
the comment, or the methodology the 
commenter used to determine BACT/ 
MACT, prevents EPA from ascertaining 
whether or not the commenter has 
properly determined BACT/MACT for 
these operations, the relative costs 
compared to the RACT adopted by the 
State, where the cost data supplied in 
the comment comes from, or if it is 
valid. Mere assertions, without analysis, 
that EPA’s proposal is wrong are an 
insufficient basis for EPA to disapprove 
this SIP. See International Fabricare 
Inst. v. EPA, 972 F.2d 384 (D.C.Cir. 
1992). 

EPA has evaluated Maryland’s SIP 
submittal and determined that the 
Maryland regulation meets the 
requirements for RACT. Because this 
SIP revision meets the criteria for RACT, 
as well as the other approvability 
criteria, EPA must approve this SIP 
revision. See section 110(k)(3) of the 
CAA, 42 U.S.C. 7410(k)(3); see also, 
Union Elec. Co. v. EPA, 427 U.S. 246, 
265, 96 S.Ct. 2518, 49 L.Ed.2d 474 
(1976). 

III. Final Action 
EPA is approving the control of 

volatile organic compound emissions by 
establishing reasonably available control 
technology requirements for marine 
vessel and barge loading as a revision to 
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the Maryland SIP which was submitted 
on October 24, 2007. This regulation 
will result in the reduction of VOC 
emissions from the affected sources. 

IV. Statutory and Executive Order 
Reviews 

A. General Requirements 

Under the Clean Air Act, the 
Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 
Federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 
Accordingly, this action merely 
approves state law as meeting Federal 
requirements and does not impose 
additional requirements beyond those 
imposed by state law. For that reason, 
this action: 

• Is not a ‘‘significant regulatory 
action’’ subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, this rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), because the SIP is 
not approved to apply in Indian country 
located in the state, and EPA notes that 
it will not impose substantial direct 
costs on tribal governments or preempt 
tribal law. 

B. Submission to Congress and the 
Comptroller General 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this action and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). 

C. Petitions for Judicial Review 
Under section 307(b)(1) of the Clean 

Air Act, petitions for judicial review of 

this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by September 16, 
2008. Filing a petition for 
reconsideration by the Administrator of 
this final rule does not affect the finality 
of this action for the purposes of judicial 
review nor does it extend the time 
within which a petition for judicial 
review may be filed, and shall not 
postpone the effectiveness of such rule 
or action. This action pertaining to 
Maryland’s amendments to the control 
of volatile organic compound emissions 
by establishing RACT requirements for 
marine vessel and barge loading may 
not be challenged later in proceedings to 
enforce its requirements. (See section 
307(b)(2).) 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 
reference, Intergovernmental relations, 
Ozone, Reporting and recordkeeping 
requirements, Volatile organic 
compounds. 

Dated: July 2, 2008. 

Donald S. Welsh, 
Regional Administrator, Region III. 

� 40 CFR part 52 is amended as follows: 

PART 52—[AMENDED] 

� 1. The authority citation for part 52 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart V—Maryland 

� 2. In § 52.1070, the table in paragraph 
(c) is amended by revising the entry for 
COMAR 26.11.13.01 and adding the 
entry for COMAR 26.11.13.08 to read as 
follows: 

§ 52.1070 Identification of plan. 

* * * * * 
(c)* * * 
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EPA-APPROVED REGULATIONS IN THE MARYLAND SIP 

Code of Maryland administrative 
regulations (COMAR) citation Title/subject State effective 

date EPA approval date Additional explanation/cita-
tion at 40 CFR 52.1100 

* * * * * * * 

COMAR 26.11.13 Control of Gasoline and Volatile Organic Compound Storage and Handling 

* * * * * * * 
26.11.13.01 .................................. Definitions .................................... 10/8/07 07/18/08 [Insert page 

number where the docu-
ment begins].

26.11.13.08 .................................. Control of VOC Emissions from 
Marine Vessel Loading.

10/8/07 07/18/08 [Insert page 
number where the docu-
ment begins].

New regulation 

* * * * * * * 

* * * * * 
[FR Doc. E8–16272 Filed 7–17–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R03–OAR–2008–0188; FRL–8692–9] 

Approval and Promulgation of Air 
Quality Implementation Plans; 
Pennsylvania; Section 110(a)(1) 8-Hour 
Ozone Maintenance Plan and 2002 
Base-Year Inventory for the Snyder 
County Area 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: EPA is approving a State 
Implementation Plan (SIP) revision 
submitted by the Commonwealth of 
Pennsylvania. The Pennsylvania 
Department of Environmental Protection 
(PADEP) submitted a SIP revision 
consisting of a maintenance plan that 
provides for continued attainment of the 
8-hour ozone national ambient air 
quality standard (NAAQS) for at least 10 
years after the April 30, 2004 
designations, as well as a 2002 base-year 
inventory for the Snyder County Area. 
EPA is approving the maintenance plan 
and the 2002 base-year inventory for the 
Snyder County Area as revisions to the 
Pennsylvania SIP in accordance with 
the requirements of the Clean Air Act 
(CAA). 

EFFECTIVE DATE: This final rule is 
effective on August 18, 2008. 
ADDRESSES: EPA has established a 
docket for this action under Docket ID 
Number EPA–R03–OAR–2008–0188. All 
documents in the docket are listed in 
the www.regulations.gov Web site. 

Although listed in the electronic docket, 
some information is not publicly 
available, i.e., confidential business 
information (CBI) or other information 
whose disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available either electronically through 
www.regulations.gov or in hard copy for 
public inspection during normal 
business hours at the Air Protection 
Division, U.S. Environmental Protection 
Agency, Region III, 1650 Arch Street, 
Philadelphia, Pennsylvania 19103. 
Copies of the State submittal are 
available at the Pennsylvania 
Department of Environmental 
Protection, Bureau of Air Quality 
Control, P.O. Box 8468, 400 Market 
Street, Harrisburg, Pennsylvania 17105. 

FOR FURTHER INFORMATION CONTACT: 
Melissa Linden, (215) 814–2096, or by e- 
mail at linden.melissa@epa.gov. 

SUPPLEMENTARY INFORMATION: 

I. Background 

On May 27, 2008 (73 FR 30347), EPA 
published a notice of proposed 
rulemaking (NPR) for the 
Commonwealth of Pennsylvania. The 
NPR proposed approval of 
Pennsylvania’s SIP revision that 
establishes a maintenance plan for the 
Snyder County Area that provides for 
continued attainment of the 8-hour 
ozone NAAQS for at least 10 years after 
designation, and a 2002 base-year 
emissions inventory. The formal SIP 
revisions were submitted by PADEP on 
December 17, 2007. Other specific 
requirements of Pennsylvania’s SIP 
revision and the rationales for EPA’s 
proposed actions are explained in the 
NPR and will not be restated here. No 

public comments were received on the 
NPR. 

II. Final Action 
EPA is approving the maintenance 

plan and the 2002 base-year inventory 
for the Snyder County Area, submitted 
on December 17, 2007, as revisions to 
the Pennsylvania SIP. EPA is approving 
the maintenance plan and 2002 base- 
year inventory for the Snyder County 
Area because it meets the requirements 
of section 110(a)(1) of the CAA. 

III. Statutory and Executive Order 
Reviews 

A. General Requirements 

Under the Clean Air Act, the 
Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 
Federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 
Accordingly, this action merely 
approves state law as meeting Federal 
requirements and does not impose 
additional requirements beyond those 
imposed by state law. For that reason, 
this action: 

• Is not a ‘‘significant regulatory 
action’’ subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
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affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, this rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), because the SIP is 
not approved to apply in Indian country 
located in the state, and EPA notes that 
it will not impose substantial direct 
costs on tribal governments or preempt 
tribal law. 

B. Submission to Congress and the 
Comptroller General 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this action and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). 

C. Petitions for Judicial Review 
Under section 307(b)(1) of the Clean 

Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by September 16, 
2008. Filing a petition for 
reconsideration by the Administrator of 
this final rule does not affect the finality 
of this action for the purposes of judicial 
review nor does it extend the time 
within which a petition for judicial 
review may be filed, and shall not 
postpone the effectiveness of such rule 
or action. 

This action approving the 
maintenance plan and the 2002 base- 
year inventory for the Snyder County 
Area may not be challenged later in 
proceedings to enforce its requirements. 
(See section 307(b)(2).) 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 
reference, Nitrogen dioxide, Ozone, 
Reporting and recordkeeping 
requirements, Volatile organic 
compounds. 

Dated: July 3, 2008. 
Donald S. Welsh, 
Regional Administrator, Region III. 

� 40 CFR part 52 is amended as follows: 

PART 52—[AMENDED] 

� 1. The authority citation for part 52 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart NN—Pennsylvania 

� 2. In § 52.2020, the table in paragraph 
(e)(1) is amended by adding an entry for 
the 8-Hour Ozone Maintenance Plan 
and 2002 Base-Year Inventory for 
Snyder County at the end of the table to 
read as follows: 

§ 52.2020 Identification of plan. 

* * * * * 
(e) * * * 
(1) * * * 

Name of non-regulatory SIP 
revision Applicable geographic area State submittal 

date EPA approval date Additional explanation 

* * * * * * * 
8-Hour Ozone Maintenance Plan 

and 2002 Base-Year Inventory.
Snyder County ............................. 12/17/07 07/18/08 [Insert page 

number where the docu-
ment begins].

* * * * * 
[FR Doc. E8–16274 Filed 7–17–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R03–OAR–2008–0184; FRL–8693–4] 

Approval and Promulgation of Air 
Quality Implementation Plans; 
Pennsylvania; Section 110(a)(1) 8-Hour 
Ozone Maintenance Plan and 2002 
Base-Year Inventory for the Juniata 
County Area 

AGENCY: Environmental Protection 
Agency (EPA). 

ACTION: Final rule. 

SUMMARY: EPA is approving a State 
Implementation Plan (SIP) revision 
submitted by the Commonwealth of 
Pennsylvania. The Pennsylvania 
Department of Environmental Protection 
(PADEP) submitted a SIP revision 
consisting of a maintenance plan that 
provides for continued attainment of the 
8-hour ozone national ambient air 
quality standard (NAAQS) for at least 10 
years after the April 30, 2004 
designations, as well as a 2002 base-year 
inventory for the Juniata County Area. 
EPA is approving the maintenance plan 
and the 2002 base-year inventory for the 
Juniata County Area as revisions to the 
Pennsylvania SIP in accordance with 

the requirements of the Clean Air Act 
(CAA). 

EFFECTIVE DATE: This final rule is 
effective on August 18, 2008. 

ADDRESSES: EPA has established a 
docket for this action under Docket ID 
Number EPA–R03–OAR–2008–0184. All 
documents in the docket are listed in 
the www.regulations.gov Web site. 
Although listed in the electronic docket, 
some information is not publicly 
available, i.e., confidential business 
information (CBI) or other information 
whose disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
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available either electronically through 
www.regulations.gov or in hard copy for 
public inspection during normal 
business hours at the Air Protection 
Division, U.S. Environmental Protection 
Agency, Region III, 1650 Arch Street, 
Philadelphia, Pennsylvania 19103. 
Copies of the State submittal are 
available at the Pennsylvania 
Department of Environment Protection, 
Bureau of Air Quality Control, P.O. Box 
8468, 400 Market Street, Harrisburg, 
Pennsylvania 17105. 
FOR FURTHER INFORMATION CONTACT: 
Melissa Linden, (215) 814–2096, or by e- 
mail at linden.melissa@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 
On May 27, 2008 (73 FR 30352), EPA 

published a notice of proposed 
rulemaking (NPR) for the 
Commonwealth of Pennsylvania. The 
NPR proposed approval of 
Pennsylvania’s SIP revision that 
establishes a maintenance plan for the 
Juniata County Area that provides for 
continued attainment of the 8-hour 
ozone NAAQS for at least 10 years after 
designation, and a 2002 base-year 
emissions inventory. The formal SIP 
revisions were submitted by PADEP on 
December 17, 2007. Other specific 
requirements of Pennsylvania’s SIP 
revision and the rationales for EPA’s 
proposed actions are explained in the 
NPR and will not be restated here. No 
public comments were received on the 
NPR. 

II. Final Action 
EPA is approving the maintenance 

plan and the 2002 base-year inventory 
for the Juniata County Area, submitted 
on December 17, 2007, as revisions to 
the Pennsylvania SIP. EPA is approving 
the maintenance plan and 2002 base- 
year inventory for the Juniata County 
Area because it meets the requirements 
of section 110(a)(1) of the CAA. 

III. Statutory and Executive Order 
Reviews 

A. General Requirements 
Under the Clean Air Act, the 

Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 
Federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 
Accordingly, this action merely 
approves state law as meeting Federal 
requirements and does not impose 

additional requirements beyond those 
imposed by state law. For that reason, 
this action: 

• Is not a ‘‘significant regulatory 
action’’ subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, this rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), because the SIP is 
not approved to apply in Indian country 
located in the state, and EPA notes that 
it will not impose substantial direct 
costs on tribal governments or preempt 
tribal law. 

B. Submission to Congress and the 
Comptroller General 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 

Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this action and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). 

C. Petitions for Judicial Review 

Under section 307(b)(1) of the Clean 
Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit September 16, 2008. 
Filing a petition for reconsideration by 
the Administrator of this final rule does 
not affect the finality of this action for 
the purposes of judicial review nor does 
it extend the time within which a 
petition for judicial review may be filed, 
and shall not postpone the effectiveness 
of such rule or action. 

This action approving the 
maintenance plan and the 2002 base- 
year inventory for the Juniata County 
Area may not be challenged later in 
proceedings to enforce its requirements. 
(See section 307(b)(2).) 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 
reference, Nitrogen dioxide, Ozone, 
Reporting and recordkeeping 
requirements, Volatile organic 
compounds. 

Dated: July 3, 2008. 
Donald S. Welsh, 
Regional Administrator, Region III. 

� 40 CFR part 52 is amended as follows: 

PART 52—[AMENDED] 

� 1. The authority citation for part 52 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart NN—Pennsylvania 

� 2. In § 52.2020, the table in paragraph 
(e)(1) is amended by adding an entry for 
the 8-Hour Ozone Maintenance Plan 
and 2002 Base-Year Inventory for 
Juniata County at the end of the table to 
read as follows: 

§ 52.2020 Identification of plan. 

* * * * * 
(e) * * * 
(1) * * * 
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Name of non-regulatory SIP 
revision Applicable geographic area State submittal 

date EPA approval date Additional explanation 

* * * * * * * 
8-Hour Ozone Maintenance Plan 

and 2002 Base-Year Inventory.
Juniata County ............................. 12/17/07 07/18/08 [Insert page 

number where the docu-
ment begins].

* * * * * 
[FR Doc. E8–16276 Filed 7–17–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R03–OAR–2008–0185; FRL–8693–1] 

Approval and Promulgation of Air 
Quality Implementation Plans; 
Pennsylvania; Section 110(a)(1) 8-Hour 
Ozone Maintenance Plan and 2002 
Base-Year Inventory for the Lawrence 
County Area 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: EPA is approving a State 
Implementation Plan (SIP) revision 
submitted by the Commonwealth of 
Pennsylvania. The Pennsylvania 
Department of Environmental Protection 
(PADEP) submitted a SIP revision 
consisting of a maintenance plan that 
provides for continued attainment of the 
8-hour ozone national ambient air 
quality standard (NAAQS) for at least 10 
years after the April 30, 2004 
designations, as well as a 2002 base-year 
inventory for the Lawrence County 
Area. EPA is approving the maintenance 
plan and the 2002 base-year inventory 
for the Lawrence County Area as 
revisions to the Pennsylvania SIP in 
accordance with the requirements of the 
Clean Air Act (CAA). 
EFFECTIVE DATE: This final rule is 
effective on August 18, 2008. 
ADDRESSES: EPA has established a 
docket for this action under Docket ID 
Number EPA–R03–OAR–2008–0185. All 
documents in the docket are listed in 
the www.regulations.gov Web site. 
Although listed in the electronic docket, 
some information is not publicly 
available, i.e., confidential business 
information (CBI) or other information 
whose disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available either electronically through 

www.regulations.gov or in hard copy for 
public inspection during normal 
business hours at the Air Protection 
Division, U.S. Environmental Protection 
Agency, Region III, 1650 Arch Street, 
Philadelphia, Pennsylvania 19103. 
Copies of the State submittal are 
available at the Pennsylvania 
Department of Environment Protection, 
Bureau of Air Quality Control, P.O. Box 
8468, 400 Market Street, Harrisburg, 
Pennsylvania 17105. 
FOR FURTHER INFORMATION CONTACT: 
Melissa Linden, (215) 814–2096, or by e- 
mail at linden.melissa@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

On May 27, 2008 (73 FR 30342), EPA 
published a notice of proposed 
rulemaking (NPR) for the 
Commonwealth of Pennsylvania. The 
NPR proposed approval of 
Pennsylvania’s SIP revision that 
establishes a maintenance plan for the 
Lawrence County Area that provides for 
continued attainment of the 8-hour 
ozone NAAQS for at least 10 years after 
designation, and a 2002 base-year 
emissions inventory. The formal SIP 
revisions were submitted by PADEP on 
December 17, 2007. Other specific 
requirements of Pennsylvania’s SIP 
revision and the rationales for EPA’s 
proposed actions are explained in the 
NPR and will not be restated here. No 
public comments were received on the 
NPR. 

II. Final Action 

EPA is approving the maintenance 
plan and the 2002 base-year inventory 
for the Lawrence County Area, 
submitted on December 17, 2007, as 
revisions to the Pennsylvania SIP. EPA 
is approving the maintenance plan and 
2002 base-year inventory for the 
Lawrence County Area because it meets 
the requirements of section 110(a)(1) of 
the CAA. 

III. Statutory and Executive Order 
Reviews 

A. General Requirements 

Under the Clean Air Act, the 
Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 

Federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 
Accordingly, this action merely 
approves state law as meeting Federal 
requirements and does not impose 
additional requirements beyond those 
imposed by state law. For that reason, 
this action: 

• Is not a ‘‘significant regulatory 
action’’ subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, this rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), because the SIP is 
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not approved to apply in Indian country 
located in the state, and EPA notes that 
it will not impose substantial direct 
costs on tribal governments or preempt 
tribal law. 

B. Submission to Congress and the 
Comptroller General 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this action and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). 

C. Petitions for Judicial Review 

Under section 307(b)(1) of the Clean 
Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by September 16, 
2008. Filing a petition for 
reconsideration by the Administrator of 
this final rule does not affect the finality 
of this action for the purposes of judicial 
review nor does it extend the time 
within which a petition for judicial 
review may be filed, and shall not 
postpone the effectiveness of such rule 
or action. 

This action approving the 
maintenance plan and the 2002 base- 
year inventory for the Lawrence County 
Area may not be challenged later in 
proceedings to enforce its requirements. 
(See section 307(b)(2).) 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 
reference, Nitrogen dioxide, Ozone, 
Reporting and recordkeeping 

requirements, Volatile organic 
compounds. 

Dated: July 3, 2008. 
Donald S. Welsh, 
Regional Administrator, Region III. 

� 40 CFR part 52 is amended as follows: 

PART 52—[AMENDED] 

� 1. The authority citation for part 52 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart NN—Pennsylvania 

� 2. In § 52.2020, the table in paragraph 
(e)(1) is amended by adding an entry for 
the 8-Hour Ozone Maintenance Plan 
and 2002 Base-Year Inventory for 
Lawrence County at the end of the table 
to read as follows: 

§ 52.2020 Identification of plan. 

* * * * * 
(e) * * * 
(1) * * * 

Name of non-regulatory SIP 
revision Applicable geographic area State submittal 

date EPA approval date Additional explanation 

* * * * * * * 
8-Hour Ozone Maintenance Plan 

and 2002 Base-Year Inventory.
Lawrence County ......................... 12/17/07 07/18/08 [Insert page 

number where the docu-
ment begins].

* * * * * 
[FR Doc. E8–16273 Filed 7–17–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R03–OAR–2008–0186; FRL–8693–3] 

Approval and Promulgation of Air 
Quality Implementation Plans; 
Pennsylvania; Section 110(a)(1) 8-Hour 
Ozone Maintenance Plan and 2002 
Base-Year Inventory for the 
Northumberland County Area 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: EPA is approving a State 
Implementation Plan (SIP) revision 
submitted by the Commonwealth of 
Pennsylvania. The Pennsylvania 
Department of Environmental Protection 
(PADEP) submitted a SIP revision 
consisting of a maintenance plan that 
provides for continued attainment of the 
8-hour ozone national ambient air 

quality standard (NAAQS) for at least 10 
years after the April 30, 2004 
designations, as well as a 2002 base-year 
inventory for the Northumberland 
County Area. EPA is approving the 
maintenance plan and the 2002 base- 
year inventory for the Northumberland 
County Area as revisions to the 
Pennsylvania SIP in accordance with 
the requirements of the Clean Air Act 
(CAA). 
EFFECTIVE DATE: This final rule is 
effective on August 18, 2008. 
ADDRESSES: EPA has established a 
docket for this action under Docket ID 
Number EPA–R03–OAR–2008–0186. All 
documents in the docket are listed in 
the www.regulations.gov Web site. 
Although listed in the electronic docket, 
some information is not publicly 
available, i.e., confidential business 
information (CBI) or other information 
whose disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available either electronically through 
www.regulations.gov or in hard copy for 

public inspection during normal 
business hours at the Air Protection 
Division, U.S. Environmental Protection 
Agency, Region III, 1650 Arch Street, 
Philadelphia, Pennsylvania 19103. 
Copies of the State submittal are 
available at the Pennsylvania 
Department of Environment Protection, 
Bureau of Air Quality Control, P.O. Box 
8468, 400 Market Street, Harrisburg, 
Pennsylvania 17105. 
FOR FURTHER INFORMATION CONTACT: 
Melissa Linden, (215) 814–2096, or by e- 
mail at linden.melissa@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

On May 27, 2008 (73 FR 30345), EPA 
published a notice of proposed 
rulemaking (NPR) for the 
Commonwealth of Pennsylvania. The 
NPR proposed approval of 
Pennsylvania’s SIP revision that 
establishes a maintenance plan for the 
Northumberland County Area that 
provides for continued attainment of the 
8-hour ozone NAAQS for at least 10 
years after designation, and a 2002 base- 
year emissions inventory. The formal 
SIP revisions were submitted by PADEP 
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on December 17, 2007. Other specific 
requirements of Pennsylvania’s SIP 
revision and the rationales for EPA’s 
proposed actions are explained in the 
NPR and will not be restated here. No 
public comments were received on the 
NPR. 

II. Final Action 

EPA is approving the maintenance 
plan and the 2002 base-year inventory 
for the Northumberland County Area, 
submitted on December 17, 2007, as 
revisions to the Pennsylvania SIP. EPA 
is approving the maintenance plan and 
2002 base-year inventory for the 
Northumberland County Area because it 
meets the requirements of section 
110(a)(1) of the CAA. 

III. Statutory and Executive Order 
Reviews 

A. General Requirements 

Under the Clean Air Act, the 
Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 
Federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 
Accordingly, this action merely 
approves state law as meeting Federal 
requirements and does not impose 
additional requirements beyond those 
imposed by state law. For that reason, 
this action: 

• Is not a ‘‘significant regulatory 
action’’ subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 

in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104–4); 

• Does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, this rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), because the SIP is 
not approved to apply in Indian country 
located in the state, and EPA notes that 
it will not impose substantial direct 
costs on tribal governments or preempt 
tribal law. 

B. Submission to Congress and the 
Comptroller General 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this action and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 

This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). 

C. Petitions for Judicial Review 

Under section 307(b)(1) of the Clean 
Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by September 16, 
2008. Filing a petition for 
reconsideration by the Administrator of 
this final rule does not affect the finality 
of this action for the purposes of judicial 
review nor does it extend the time 
within which a petition for judicial 
review may be filed, and shall not 
postpone the effectiveness of such rule 
or action. 

This action approving the 
maintenance plan and the 2002 base- 
year inventory for the Northumberland 
County Area may not be challenged 
later in proceedings to enforce its 
requirements. (See section 307(b)(2).) 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 
reference, Nitrogen dioxide, Ozone, 
Reporting and recordkeeping 
requirements, Volatile organic 
compounds. 

Dated: July 3, 2008. 
Donald S. Welsh, 
Regional Administrator, Region III. 

� 40 CFR part 52 is amended as follows: 

PART 52—[AMENDED] 

� 1. The authority citation for part 52 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart NN—Pennsylvania 

� 2. In § 52.2020, the table in paragraph 
(e)(1) is amended by adding an entry for 
the 8-Hour Ozone Maintenance Plan 
and 2002 Base-Year Inventory for 
Northumberland County at the end of 
the table to read as follows: 

§ 52.2020 Identification of plan. 

* * * * * 
(e) * * * 
(1) * * * 
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1 Tonnage commitment is 2.37 tons per day per 
letter dated June 13, 1996, from James D. Boyd to 
David Howekamp, including ‘‘Corrections to State 
and Local Measures’’ (Attachment A) and 
‘‘Summary Emission Reduction Spreadsheets’’ 
(Attachment C). 

Name of non-regulatory SIP 
revision Applicable geographic area State submittal 

date EPA approval date Additional explanation 

* * * * * * * 
8-Hour Ozone Maintenance Plan 

and 2002 Base-Year Inventory.
Northumberland County .............. 12/17/07 07/18/08 [Insert page 

number where the docu-
ment begins].

* * * * * 
[FR Doc. E8–16271 Filed 7–17–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA–R09–OAR–2008–0313, FRL–8694–1] 

Revisions to the California State 
Implementation Plan; Pesticide 
Element; Ventura County 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: Under the Clean Air Act, EPA 
is approving a revision of the California 
State Implementation Plan submitted by 
the California Air Resources Board on 
November 30, 2007. The revision in 
part, and temporarily, relaxes a 
commitment to reduce emissions of 
volatile organic compounds in Ventura 
County caused by the application of 
pesticides. 

DATES: Effective Date: This rule is 
effective on August 18, 2008. 
ADDRESSES: EPA has established docket 
number EPA–R09–OAR–2008–0313 for 
this action. The index to the docket is 
available electronically at http:// 
www.regulations.gov and in hard copy 
at EPA Region IX, 75 Hawthorne Street, 
San Francisco, California. While all 
documents in the docket are listed in 
the index, some information may be 
publicly available only at the hard copy 
location (e.g., copyrighted material), and 
some may not be publicly available in 
either location (e.g., CBI). To inspect the 
hard copy materials, please schedule an 
appointment during normal business 
hours with the contact listed in the FOR 
FURTHER INFORMATION CONTACT section. 
FOR FURTHER INFORMATION CONTACT: 
Wienke Tax, EPA Region IX, (520) 622– 
1622, tax.wienke@epa.gov. 
SUPPLEMENTARY INFORMATION: 
Throughout this document, ‘‘we,’’ ‘‘us’’ 
and ‘‘our’’ refer to EPA. 

Table of Contents 

I. Summary of EPA’s Proposed Action 

II. Public Comments and EPA Responses 
A. Comments on the Economic 

Consequences of EPA Action on the SIP 
Revision 

B. Comments on the Environmental 
Consequences of EPA Action on the SIP 
Revision 

C. Clean Air Act Section 110(l) Issues 
D. Comments on Technical Issue of 

Whether Reduction Is Based on Tonnage 
or Percentage Reductions 

E. Comment About the Opportunity to 
Comment 

F. Comments on Whether Best Available 
Control Technology (BACT) Can Achieve 
the Necessary Reductions 

III. EPA’s Final Action 
IV. Statutory and Executive Order Reviews 

I. Summary of EPA’s Proposed Action 

On April 23, 2008 (73 FR 21885), we 
proposed to approve a revision of the 
California State Implementation Plan 
(SIP) submitted by the California Air 
Resources Board (CARB) on November 
30, 2007. Table 1 lists the revision we 
proposed to approve with the dates that 
it was revised and submitted by CARB. 

TABLE 1.—SUBMITTED SIP REVISION PROPOSED FOR FULL APPROVAL 

State agency SIP revision Amended Submitted 

CARB ............. Revised Proposed Revision to the Pesticide Element of the 1994 Ozone 
SIP for the Ventura County Nonattainment Area (August 13, 2007).

November 30, 2007 .... November 30, 2007. 

CARB’s November 30, 2007 SIP 
revision submittal package includes the 
‘‘Revised Proposed Revision to the 
Pesticide Element of the 1994 Ozone SIP 
for the Ventura County Nonattainment 
Area (August 13, 2007)’’ (‘‘Revised 
Pesticide Element for Ventura’’) as 
attachment 3 to Executive Order S–07– 
003. 

As discussed in detail in our April 23, 
2008, proposed rule, California adopted 
the original Pesticide Element to reduce 
volatile organic compounds (VOC) 
emissions resulting from the application 
of agricultural and structural pesticides 
in certain ozone nonattainment areas 
and included the Pesticide Element in 
the 1994 Ozone SIP. Under the original 
Pesticide Element, for the Ventura 
County nonattainment area (Ventura), 
the California Department of Pesticide 
Regulation (DPR) committed to adopt 

and submit to EPA by June 15, 1997, 
any regulations necessary to reduce 
VOC emissions from agricultural and 
structural pesticides by 20 percent of 
the 1990 base year emissions by 2005. 
California further defined DPR’s 
commitment in Ventura under the 
Pesticide Element in terms of VOC 
emissions reductions of 2.4 tons per day 
by 2005.1 See 62 FR 1150, at 1169–1170 
and at 1187 (January 8, 1997); and 40 
CFR 52.220(c)(204)(i)(A)(6) and 
52.220(c)(236). In 1997, we approved 
the 1994 Ozone SIP, including the 
Pesticide Element. See 62 FR 1150, at 
1169–1170 (January 8, 1997). In today’s 

action, we are approving a revision by 
the State of California to the Pesticide 
Element for Ventura County. 

In our April 23, 2008, proposed rule, 
we also described the replacement of 
the 1-hour ozone national ambient air 
quality standard (NAAQS), for which 
the 1994 Ozone SIP (and related original 
Pesticide Element) was developed, with 
the current 8-hour ozone NAAQS. 
Further, we noted that California had 
requested a change in classification, 
with respect to the 8-hour NAAQS for 
the Ventura County nonattainment area 
from ‘‘moderate’’ to ‘‘serious’’ with a 
new attainment date of June 15, 2013. 
We also indicated that we had reviewed 
the subject SIP revision assuming the 
‘‘serious’’ classification in anticipation 
of our approval of the State’s request. 
We have now approved the State’s 
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2 On June 27, 2008, CARB submitted the Final 
Ventura County 2007 Air Quality Management Plan 
(May 13, 2008), which includes the final 8-hour 
ozone RFP demonstration for Ventura County. The 
final adopted plan mirrors the draft Ventura County 
AQMP that we relied upon in our proposed 
approval of the Revised Pesticide Element for 
Ventura. 

reclassification request. See 73 FR 
29073 (May 20, 2008). 

In our April 23, 2008, proposed rule, 
we presented our evaluation of the 
Revised Pesticide Element for Ventura 
first by characterizing the change in 
VOC emissions in Ventura County that 
would occur if we were to approve the 
revision, and then by determining 
whether the change in VOC emissions 
would interfere with reasonable further 
progress (RFP) or attainment of any of 
the NAAQS as required under CAA 
section 110(l). We described the impact 
of the Revised Pesticide Element for 
Ventura in terms of a reduction in the 
State’s emission reduction commitments 
by 1.3 tons per day in 2008, 1.0 tons per 
day in 2009, 0.7 tons per day in 2010, 
and 0.3 tons per day in 2011 that allows 
a corresponding increase in VOC in 
Ventura County in those years. 

With respect to CAA section 110(l), 
we found that the Revised Pesticide 
Element for Ventura would not interfere 
with RFP for the 8-hour ozone NAAQS, 
notwithstanding the corresponding, 
temporary increase in VOC emissions, 
based on the air quality analysis 
contained in the Draft Final Ventura 
County Air Quality Management Plan 
(AQMP) (March 2008), which includes 
an RFP demonstration that does not rely 
on emissions reductions from 
pesticides. In reaching our conclusion of 
non-interference with respect to 8-hour 
ozone RFP, we reviewed the RFP 
demonstration in the draft Ventura 
County 2007 AQMP and concluded that 
the methodology and emission estimates 
used therein appear reasonable. In our 
proposed rule, we indicated that we 
would defer final action on our 
proposed approval of the Revised 
Pesticide Element for Ventura until we 
had received a SIP revision submittal 
from California containing the final 8- 
hour ozone Ventura RFP plan. We have 
now received the final adopted 8-hour 
ozone Ventura RFP plan from CARB.2 

In our proposed rule, in addition to 
our RFP finding, we found that the 
Revised Pesticide Element for Ventura 
would not interfere with attainment for 
the 8-hour ozone NAAQS because the 
temporary decrease in the VOC 
emissions reduction commitment 
allowed under the revised pesticide 
element would be phased out by 2012, 
i.e., the year before the attainment 
deadline (June 15, 2013) for Ventura 

County as a reclassified ‘‘serious’’ ozone 
nonattainment area. Thus, based on the 
air quality analysis contained in the 
draft Ventura County 2007 AQMP and 
the phase-out of the relaxed 
commitment by 2012, we concluded 
that the Revised Pesticide Element for 
Ventura would not interfere with RFP, 
attainment, or any other applicable 
requirement with respect to the 8-hour 
ozone NAAQS. With respect to the other 
NAAQS, we based our non-interference 
conclusion on our finding that the SIP 
revision would only affect VOC 
emissions (precursor to ozone) and 
because Ventura County is 
unclassifiable/attainment for all of the 
other NAAQS. 

For a more detailed discussion, please 
refer to our proposed rule (see 73 FR 
21885, April 23, 2008). 

II. Public Comments and EPA 
Responses 

Our April 23, 2008 proposed rule 
provided a 30-day comment period. 
EPA received seven comment letters on 
our proposed rule during the comment 
period. Commenters include a 
government agency (California 
Department of Pesticide Regulation 
(DPR)), a State-sanctioned agricultural 
commission (California Strawberry 
Commission), two sets of agricultural 
groups (Western Growers and California 
Farm Bureau Federation (co-authored a 
single letter) and Ventura County 
Agricultural Association), a pesticides 
manufacturing group (Chloropicrin 
Manufacturers’ Task Force), and two 
environmental groups (Pesticide Action 
Network, and Center on Race, Poverty & 
the Environment). Generally, the 
organizations other than the 
environmental groups provided 
comments in support of our proposed 
approval of the Revised Pesticide 
Element for Ventura. These commenters 
concentrated the discussion on the 
economic and environmental 
consequences of the decision on 
whether or not to approve the proposed 
revision. Of the two environmental 
groups who wrote opposing our 
proposed approval, one raised concerns 
about the health issues related to the 
smog in the area, of which pesticide 
application is a contributor, and the 
other focused on allegations that the SIP 
revision would violate section 110(l) of 
the CAA. Additionally, commenters 
writing both in support and opposition 
to our proposed approval remarked 
upon the technical issue of whether the 
commitment was to reduce emissions by 
a tonnage or percentage value. 

A summary of the significant 
comments and responses is provided 
below. 

A. Comments on the Economic 
Consequences of EPA Action on the SIP 
Revision 

Comment 1: The majority of 
commenters emphasize that a reduction 
in the use of certain fumigants, as a 
result of a failure to approve the SIP 
revision, would have a significant, 
adverse economic impact on the 
farmers, as well as many others who 
depend on the agriculture industry. One 
commenter stresses the long reach of 
that economic loss, noting that there 
would be lost revenue to the 
community, lost jobs to the community, 
and lost land rents affecting bank loans 
and financing. These supporters 
contend that the phased-in approach to 
compliance will help mitigate adverse 
economic and environmental impacts in 
the region, while restoring the ultimate 
emissions reduction commitments 
under the 1994 Ozone SIP. 

Response 1: EPA’s role in reviewing 
SIP revisions is to approve State 
choices, provided that they meet 
minimum criteria set by the CAA and 
any applicable EPA regulations. As 
discussed in our proposed rule and as 
discussed further in this final rule, we 
believe the SIP revision that is the 
subject of this action, the Revised 
Pesticide Element for Ventura, meets 
those criteria. Thus, while we 
acknowledge commenters’ views as to 
the economic impacts that could occur 
if we were to disapprove the SIP 
revision, we did not base our proposed 
approval, nor do we base our final 
approval today, on such considerations. 

B. Comments on the Environmental 
Consequences of EPA Action on the SIP 
Revision 

Comment 2: A few of the commenters 
address the negative environmental 
impacts that, in their view, a failure by 
EPA to approve the SIP revision could 
create. They explain that the economic 
strain that would come with the denial 
of the revision would force a substantial 
portion of the agricultural land to be 
converted to urban and suburban 
development. This conversion, they 
assert, will result in a large amount of 
additional emissions from an increase in 
vehicle traffic and residences (e.g. use of 
consumer products). 

Response 2: We acknowledge 
commenters’ views concerning long- 
term conversion of agricultural land to 
urban development and related 
environmental impacts that could occur 
if we were to disapprove the Revised 
Pesticide Element for Ventura. However, 
we did not take such considerations into 
account in our proposed action, nor do 
we take such considerations into 
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3 We note that the RFP demonstration that was 
contained in the draft Ventura County 2007 AQMP 
(March 2008) and that was included in the docket 
for our April 23, 2008 proposed rule mirrors the 
RFP demonstration in the final Ventura County 
2007 AQMP (May 13, 2008) that was adopted by 
Ventura County on May 13, 2008, and adopted by 
CARB on June 26, 2008, and submitted to us on 
June 27, 2008. We received no comments on the 
substance of the RFP demonstration in response to 
our April 23, 2008 proposed rule. 

4 The phase-out will also be complete before any 
attainment deadline for the 0.075 ppm 8-hour ozone 
standard. See generally, CAA sections 107(d), 
181(a). 

account for our final action today. With 
the limited amount of information on 
the topic of agricultural land conversion 
and related environmental impacts that 
is before us, we do not have a sufficient 
basis either to agree or to disagree with 
the commenters’ view in that regard. 
Instead, we have based our approval on 
an evaluation of the near-certain 
increase in VOC emissions that would 
occur from 2008–2011 due to the SIP 
revision in light of CAA requirements, 
and have concluded that such VOC 
increases in Ventura County over the 
short-term would not interfere with RFP 
or attainment of any of the NAAQS, or 
any other applicable requirement of the 
Clean Air Act. 

It is important to note that, while we 
describe the effect of the SIP revision as 
an increase in VOC emissions, we do 
not expect there to be an increase in 
overall VOC emissions within Ventura 
County over the period affected by the 
SIP revision, but only that the expected 
overall decrease would be slightly less 
with the SIP revision than would occur 
if the SIP revision were not approved. 

Comment 3: Two commenters state 
that the approval and implementation of 
the SIP revision would be accomplished 
without substantial adverse impacts to 
air quality in Ventura County or to the 
health or safety of its citizens. This 
conclusion is founded on the 
commenters’ belief that the actual VOC 
from pesticides are a very small 
percentage of all VOC in Ventura. 

Response 3: As discussed in our 
proposed rule (see 73 FR 21885, April 
23, 2008), we believe that the Revised 
Pesticide Element for Ventura would 
have an adverse impact on air quality in 
the short-term as it would allow greater 
VOC emissions, and thereby 
incrementally slow the downward trend 
in such emissions and associated ozone 
concentrations, as compared to fully 
achieving the commitments for 
pesticide-related emission reductions in 
the 1994 Ozone SIP. However, we have 
determined that the Revised Pesticide 
Element for Ventura would not interfere 
with RFP for the 8-hour ozone NAAQS 
based on our review of the RFP 
demonstration in the Ventura County 
2007 AQMP that does not rely on the 
foregone pesticide-related emissions 
reductions.3 Further, we note that, by its 

terms, the Revised Pesticide Element for 
Ventura phases out over four years 
(2008–2011), ensuring that it would not 
interfere with Ventura’s ability to attain 
the 8-hour ozone NAAQS by the serious 
area deadline (i.e., June 15, 2013). 

Comment 4: One commenter is 
concerned that EPA approval of the 
revision of the SIP would further delay 
efforts to reduce smog, of which 
pesticide application is a contributor, in 
the region and hence the area would 
continue to suffer from air pollution 
created by smog, which damages lung 
tissue, exacerbates asthma, reduces lung 
capacity, increases respiratory and 
cardiovascular hospital admissions, and 
increases school and work absenteeism. 

Response 4: We acknowledge the 
commenter’s concerns over the health 
effects associated with elevated ozone 
concentrations. As discussed in our 
proposal, we believe that the Revised 
Pesticide Element for Ventura would 
have an adverse impact on ozone air 
quality in the short-term as it would 
allow greater VOC emissions, and 
thereby incrementally slow the 
downward trend in such emissions and 
associated ozone concentrations, as 
compared to fully achieving the 
commitments for pesticide-related 
emission reductions in the 1994 Ozone 
SIP. Nonetheless, under the Clean Air 
Act, we must approve a SIP revision 
notwithstanding such impacts so long as 
all of the applicable requirements of the 
CAA (and applicable EPA regulations) 
are met. We have determined that the 
Revised Pesticide Element for Ventura 
meets all applicable CAA requirements 
and applicable EPA regulations. For 
instance, notwithstanding the temporary 
increase in VOC emissions associated 
with the Revised Pesticide Element for 
Ventura, we have concluded that it 
would not interfere with RFP for the 8- 
hour ozone NAAQS in that area based 
on our review of the RFP demonstration 
in the Ventura County 2007 AQMP, 
which does not rely on the foregone 
pesticide-related emissions reductions, 
nor would it interfere with expeditious 
attainment of the 8-hour ozone NAAQS, 
because the effect of the Revised 
Pesticide Element for Ventura 
diminishes each year through 2011 and 
phases out completely well before the 
serious area deadline (June 15, 2013). 

Comment 5: Some of the commenters 
assert that there would be no 
‘‘backsliding’’ from the overall 1994 SIP 
commitments for Ventura County, 
because all of the reactive organic gases 
(ROG) emission reductions committed 
to in the 1994 SIP would still be 
achieved. This assertion is based on the 
argument that a portion of the ROG 

reductions for Ventura County would 
come from other emission sources. 

Response 5: As stated in our proposed 
rule, we do not agree with CARB that 
emissions reductions from California’s 
mobile source emissions control 
program are ‘‘surplus’’ for 8-hour ozone 
planning purposes, and thus, we do not 
agree that such reductions are a 
substitute for the foregone emissions 
reductions that would occur under the 
Revised Pesticide Element for Ventura. 
See 73 FR 21885, at 21887 (April 23, 
2008). Notwithstanding the temporary 
increase in VOC (equivalent to ROG) 
emissions resulting therefrom, we are 
approving the Revised Pesticide 
Element for Ventura because, for the 
reasons given in the proposed rule and 
this final rule, we find that it would not 
interfere with any requirement 
concerning attainment and RFP, or any 
other applicable requirement of the 
Clean Air Act. 

C. Clean Air Act Section 110(l) Issues 

Comment 6: One commenter argues 
that EPA cannot propose approval of the 
SIP revision because it has not approved 
the 8-hour ozone attainment 
demonstration plan and the 8-hour 
ozone reasonable further progress plan. 
It is suggested that approving the SIP 
revision before the attainment plan and 
reasonable further progress 
demonstration would make EPA’s 
decision arbitrary and capricious 
because it has no basis to make the 
finding that the revision would not 
interfere with attainment. 

Response 6: For our final action, we 
are not relying on an EPA-approved 8- 
hour ozone RFP or attainment 
demonstration for Ventura, but rather, 
are relying on our review of the RFP 
demonstration included in the Ventura 
County 2007 AQMP as a reasonable 
basis for our finding of non-interference 
with respect to RFP for the 8-hour ozone 
NAAQS under CAA section 110(l). We 
do not believe the attainment 
demonstration (approved or otherwise) 
to be necessary to this action because 
the effect of the Revised Pesticide 
Element for Ventura, by its terms, 
phases out completely by 2012, the year 
before the attainment deadline (June 15, 
2013).4 As discussed further below, we 
do not believe that an approved RFP 
demonstration is necessary to approve 
the Revised Pesticide Element for 
Ventura based on our preliminary 
review of the air quality analysis in the 
Ventura County 2007 AQMP that shows 
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how the area will maintain reasonable 
further progress towards the 8-hour 
NAAQS without the benefit of VOC 
emissions reductions from pesticide 
use. 

As explained in the proposed rule at 
73 FR at 21888–21889, we found, based 
on our review of the air quality analysis 
contained therein, the RFP 
demonstration in the draft Ventura 
County 2007 AQMP to be a reasonable 
basis to propose approval of the Revised 
Pesticide Element for Ventura because 
the demonstration does not rely on VOC 
emission reductions from pesticide use 
to show RFP and the methods and 
emissions estimates used to demonstrate 
RFP in the AQMP appear reasonable. 
However, given the preliminary nature 
of our review of the RFP demonstration 
in the draft Ventura County 2007 
AQMP, we concluded that it would be 
appropriate for us to wait for the final 
adopted AQMP to be submitted to us, 
and to consider any changes to the RFP 
demonstration as well as any public 
comments on the RFP demonstration 
submitted in connection with adoption 
of the plan at the county and State 
levels, and any public comments 
submitted in response to our April 23, 
2008 proposed rule, prior to taking final 
action on the Revised Pesticide Element 
for Ventura. We described our approach, 
including our reliance on a draft SIP 
revision and our deferral of final action 
pending receipt of the adopted SIP 
revision including public comments, in 
our proposed rule at 73 FR 21889. 

On June 27, 2008, CARB submitted 
the Final Ventura County 2007 Ventura 
County AQMP (May 13, 2008) as a 
revision to the California SIP. There 
were no public comments submitted 
either at the local district level or at the 
State level in relation to the AQMP’s 
RFP demonstration, and the final 
adopted RFP demonstration is the same 
as the one in the Draft Final AQMP that 
was a basis for our proposed rule. We 
did not receive any comments on the 
substance of the RFP demonstration in 
the Ventura County 2007 AQMP in 
response to our April 23, 2008 proposed 
rule. Therefore, for the reasons set forth 
in the proposed rule, we continue to 
believe that the RFP demonstration in 
the 2007 Ventura County AQMP, even 
though it has not been approved, 
provides a reasonable basis for us to 
make our non-interference finding with 
respect to the Revised Pesticide Element 
for Ventura. 

Comment 7: One commenter objected 
to EPA’s finding that the SIP revision 
does not interfere with ‘‘any other 
applicable requirement’’ of the Act 
when, in the commenters’ opinion, the 
proposed SIP revision directly interferes 

with a court order issued to remedy a 
violation of the SIP. Noting that the EPA 
has not made an attainment finding for 
the 1-hour ozone NAAQS in Ventura 
County, the commenter further contends 
that EPA cannot approve the SIP 
revision without making a finding that 
the revision does not interfere with 
attainment of the 1-hour ozone NAAQS 
by the applicable deadline. 

Response 7: We do not agree with the 
commenter’s contention that the 
existence of a court order enforcing the 
existing SIP precludes a finding of non- 
interference under CAA section 110(l) 
with respect to a SIP revision amending 
the portion of the existing SIP that is 
under the court order. EPA is not a party 
to the lawsuit from which the court 
order emanates, and the court order is 
not itself part of the SIP. Thus, the 
existence of a court order under these 
circumstances is not material to EPA’s 
evaluation of the subject SIP revision 
under CAA section 110(l), and as set 
forth in the proposed rule and further 
discussed in this document, we 
conclude that the Revised Pesticide 
Element for Ventura would not interfere 
with any requirement concerning RFP 
or attainment of the NAAQS, or any 
other applicable requirement under the 
Clean Air Act. By the same token, 
however, our approval today of the 
Revised Pesticide Element for Ventura 
does not relieve any obligations under 
the court order, but, as noted in the 
proposed rule at 73 FR 21886, footnote 
2, we expect that our approval of the SIP 
revision will allow California to seek a 
modification to the court order. 

Second, the commenter’s assertion 
that we cannot make a finding of non- 
interference for the Revised Pesticide 
Element for Ventura without having first 
evaluated whether the SIP revision 
would interfere with attainment of the 
1-hour ozone NAAQS by the applicable 
1-hour ozone attainment deadline is 
incorrect because the 1-hour ozone 
NAAQS has been revoked. By way of 
explanation, we note that, under the 
Clean Air Act Amendments of 1990, 
States were required to develop, adopt 
and submit for EPA approval various 
SIP revisions to provide for expeditious 
attainment of the 1-hour ozone NAAQS 
by no later than the applicable deadline. 
However, under the Act, attainment of 
the 1-hour ozone NAAQS by the 
deadline is not itself a separate 
requirement, although failure to do so, 
even now that the 1-hour ozone NAAQS 
has been revoked, may have certain 
consequences such as the triggering of 
contingency measures. 

Nonetheless, we reviewed Ventura 
County’s 1-hour ozone data contained in 
EPA’s Air Quality System (AQS) 

database, the database in which quality- 
assured concentration data from the 
States’ monitoring networks are 
recorded, and note that Ventura County 
appears to have attained the 1-hour 
ozone NAAQS by the applicable 1-hour 
ozone NAAQS deadline (2005) and 
appears to have continued to have been 
in attainment of the 1-hour ozone 
NAAQS since that time. 

Furthermore, as noted in response to 
comment #2, above, while we describe 
the effect of the SIP revision as an 
increase in VOC emissions, we mean 
that there would be an increase in VOC 
emissions relative to what otherwise 
would occur. We do not mean that there 
would be an increase in overall VOC 
emissions within Ventura County over 
the period affected by the SIP revision. 
Rather, we expect that overall VOC 
emissions in Ventura County, with or 
without approval of this SIP revision, 
would decrease, reducing the potential 
for 1-hour ozone violations during the 
period affected by the SIP revision. See 
ROG emissions projections in table 4-6 
on page 61 of the Ventura County 2007 
AQMP. Thus, even if interference with 
attainment of the 1-hour NAAQS by the 
applicable deadline were material to 
this action, the AQS data provides us 
with the basis to reasonably conclude 
that the Revised Pesticide Element for 
Ventura would have no such effect. Our 
observations herein related to ambient 
1-hour ozone concentrations are not 
tantamount to an attainment finding for 
Ventura County for the 1-hour ozone 
NAAQS. We expect to propose such a 
finding through a separate rulemaking 
in the near future. 

Comment 8: One commenter claims 
the SIP revision relies on a new 
pesticide inventory, a part of the State 
Strategy for California’s 2007 State 
Implementation Plan and the Draft 
Ventura 2007 Air Quality Management 
Plan that has not been approved by the 
EPA, and that the pesticide inventory 
lacks the appropriate scientific basis. 

Response 8: California’s Department 
of Pesticide Regulation (DPR) develops 
and continues to update baseline and 
current year inventories to evaluate 
pesticide VOC emissions. The 
refinement of emissions estimates is 
ongoing and necessary to better 
characterize and quantify emissions and 
control measures. We proposed to 
approve the Revised Pesticide Element 
for Ventura into the California SIP based 
on a finding of non-interference with 8- 
hour ozone RFP, which was itself based 
on a review of the Ventura County 2007 
AQMP, and specifically, the RFP 
demonstration contained therein, and 
consideration of any related public 
comments. The AQMP includes an air 
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quality analysis that demonstrates RFP 
toward attaining the 8-hour ozone 
NAAQS without the attribution of VOC 
emissions reductions from pesticides. 
The estimated VOC emissions from 
pesticide use are included in the 
baseline emissions estimates of the RFP 
demonstration, and if they were 
significantly underestimated, the RFP 
demonstration might be undermined. 
However, the RFP demonstration in the 
Ventura County 2007 AQMP shows a 
significant surplus in oxides of nitrogen 
(NOX ) (i.e., the other ozone precursor 
in addition to VOC) after meeting 
substitution and contingency needs. See 
page 73 of the AQMP. The surplus in 
NOX in the RFP milestone year of 2011, 
for example, amounts to roughly 150 
tons per day. Thus, even if the estimate 
for VOCs from pesticides were double or 
triple the AQMP estimate of 4.82 tons 
per day, RFP would continue to be 
demonstrated based on the analysis in 
the Ventura County 2007 AQMP. 

D. Comments on Technical Issue of 
Whether Reduction Is Based on Tonnage 
or Percentage Reductions 

Comment 9: Commenters in support 
and in opposition to our proposed 
action assert that the existing SIP 
commitment from the Pesticide Element 
in the 1994 Ozone SIP is only to achieve 
a percentage reduction from the 1990 
baseline inventory and not, in addition, 
a commitment to achieve a tonnage 
reduction as our proposed rule states. A 
commenter in opposition to the 
proposed approval contends that in 
presenting the commitment in a tons- 
per-day amount, EPA is overstepping its 
authority and amending a SIP, rather 
than reviewing it under the proper 
standards of section 110(k) of the Clean 
Air Act. Lastly, DPR clarifies the basis 
for certain VOC emissions estimates 
attributed to DPR and cited in the 
proposed rule. 

Response 9: Commenters and EPA 
both agree that the State’s SIP 
commitment (from the 1994 Ozone SIP) 
with respect to VOC emissions 
reductions from use of pesticides in 
Ventura County is defined in terms of 
percent reduction from base year 
emissions. The point of disagreement is 
that EPA states in the proposed rule that 
the commitment is a two-fold 
commitment defined in terms of both a 
percent reduction and a tonnage 
reduction. 

Our interpretation of the original 
Pesticide Element commitment as 
having both a tonnage reduction 
commitment in addition to the percent 
reduction commitment rests on general 
and specific grounds. First, EPA has 
traditionally found committal measures, 

such as the commitment to reduce VOC 
emissions in the Pesticide Element of 
the 1994 Ozone SIP, to be enforceable, 
and thus approvable, only if such 
measures identify the responsible party, 
adoption dates for rules, 
implementation dates, and emissions 
reductions in terms of emissions rates 
(such as tons per day) equal to the credit 
taken in the RFP or attainment plan for 
the committal measure. The tonnage 
specification provides the essential link 
between the committal measure and the 
RFP or attainment demonstration. See 
the general discussion of committal 
measures in EPA’s final rule approving 
the 1994 Ozone SIP at 62 FR 1150 
(January 8, 1997), at 1155–1157, and the 
specific discussion of the committal 
measures submitted as part of the 1994 
Ozone SIP at 1157, column 3. In this 
case, the tonnage commitment (for 2005) 
links the original Pesticide Element 
commitment to the approved attainment 
demonstration for Ventura County. Each 
specific element of a committal 
measure, once the measure is approved 
by EPA, is considered to be enforceable. 
Thus, we believe that EPA would not 
have found the original Pesticide 
Element commitment for Ventura 
approvable unless the measure included 
the 2.37 tons per day reduction in 
pesticide VOC emissions in 2005 that 
was credited to the measure in the 1994 
Ozone SIP. 

Second of all, we find support for our 
conclusion in the California SIP in the 
form of the letter from James D. Boyd, 
Executive Officer, CARB, to David 
Howekamp, Director, Air and Toxics 
Division, EPA-Region IX, dated June 13, 
1996 (‘‘Boyd letter’’), that includes an 
attachment C that specifies a 2.37 tons 
per day commitment in 2005 in Ventura 
County under the Pesticide Element of 
the 1994 Ozone SIP. The second page of 
the Boyd letter describes attachment C 
as follows: ‘‘In Attachment C, we 
provide summary spreadsheets 
identifying the reductions that the State 
committed to achieve and that we 
expect from the federal government, by 
measure, area, and milestone year. 
These summary tables contain the 
numbers used in the rate-of-progress 
and attainment demonstrations, as 
reflected in Volume IV of the California 
SIP.’’ The Boyd letter, explicitly 
including attachment C, is incorporated 
by reference into the California SIP at 40 
CFR 52.220(c)(236)(i)(A)(1). The 
commenters cite attachment A of the 
Boyd letter (also referred to as the 
‘‘Howekamp letter’’) as evidence that 
the Pesticide Element only includes a 
percent reduction commitment, but we 
interpret the meaning of attachment A 

(‘‘commitment is for a 20% reduction 
from 1990 levels by 2005 in each SIP 
area, except SD’’) as clarifying that a 
percent reduction commitment (related 
to the Pesticide Element) did not, as set 
forth in EPA’s proposed rule on the 
1994 Ozone SIP, exist for the RFP 
milestone years in Ventura County but 
only existed for the attainment year 
(2005). In other words, we do not view 
attachment A as excluding the existence 
of a tonnage reduction commitment in 
2005 as set forth in attachment C to the 
Boyd letter. 

In any event, under the Revised 
Pesticide Element for Ventura, the 
original commitment from the 1994 
Ozone SIP, whether defined exclusively 
in terms of percent reduction or also as 
a tonnage reduction, will be entirely 
restored by year 2012, and no VOC 
emissions reductions from pesticide use 
are relied upon in the 8-hour ozone RFP 
demonstration in the Ventura County 
2007 AQMP. Thus, our rationale for 
approval of the Revised Pesticide 
Element for Ventura does not depend 
upon definitive resolution of the issue 
of whether the original commitment 
from the Pesticide Element of the 1994 
Ozone SIP is two-fold or just a percent 
reduction commitment. Lastly, EPA 
appreciates DPR’s clarification of the 
estimates of pesticide-related VOC 
emissions in years 1990 and 1991. 

E. Comment About the Opportunity To 
Comment 

Comment 10: One commenter alleges 
that EPA has not provided the public 
with the opportunity to comment on the 
basis for its proposed findings—on 
whether the SIP revision interferes with 
attainment, reasonable further progress, 
or any other requirement of the CAA, as 
required by section 110(l)— which 
violates the Administrative Procedures 
Act (APA). Along the same lines, the 
commenter contends that EPA has failed 
to provide relevant documents 
requested in violation of the Freedom of 
Information Act (FOIA), and that the 
denial of documents on which to base 
comments interfered with the 
opportunity to comment in a 
meaningful manner. 

Response 10: EPA has provided the 
public with the materials on which we 
have based our proposed action through 
creation of a docket for the rulemaking. 
In our proposed rule, at 73 FR 21886, 
we indicate where the index to the 
docket can be located and indicate how 
to access the items listed in the docket. 
Among the items so listed is Ventura 
County Air Pollution Control District’s 
‘‘Final Draft Ventura County 2007 Air 
Quality Management Plan (March 
2008),’’ which contains the air quality 
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analysis, specifically, the RFP 
demonstration, that we relied upon in 
the proposed rule for our finding that 
the Revised Pesticide Element for 
Ventura would not interfere with RFP 
for the 8-hour ozone NAAQS. See 
footnote 5 of the proposed rule, at 73 FR 
21888. 

For our final action, we are not 
relying on an EPA-approved 8-hour RFP 
demonstration for Ventura, but rather, 
are relying on our review of the RFP 
demonstration included in the Ventura 
County 2007 AQMP as a reasonable 
basis for our finding of non-interference 
with respect to RFP for the 8-hour ozone 
NAAQS under CAA section 110(l). We 
described our approach, including our 
reliance on a draft AQMP and our 
deferral of final action pending receipt 
and consideration of the adopted SIP 
revision including any related public 
comments, as well as any comments 
made in response to our April 23, 2008 
proposed rule, in our proposed rule at 
73 FR 21889. 

There were no public comments 
submitted either at the local district 
level or at the State level in relation to 
the AQMP’s RFP demonstration nor did 
we receive any comments on the 
substance of the RFP demonstration in 
the Ventura County 2007 AQMP in 
response to our April 23, 2008 proposed 
rule. Moreover, the final adopted RFP 
demonstration is the same as the one in 
the draft AQMP that was a basis for our 
proposed rule. Therefore, for the reasons 
set forth in the proposed rule, we 
continue to believe that the RFP 
demonstration in the Ventura County 
2007 AQMP, even though it has not 
been approved, is a reasonable basis to 
make our non-interference finding with 
respect to the Revised Pesticide Element 
for Ventura. As explained above and 
because the RFP demonstration in the 
final Ventura County 2007 AQMP, that 
was submitted on June 27, 2008, is no 
different than the one available at the 
time we proposed action, we conclude 
that the public has had an opportunity 
to know and review the basis for our 
proposed action, consistent with the 
requirements of the Administrative 
Procedure Act (APA). We will be taking 
action on the final adopted Ventura 
County 2007 AQMP, as submitted by 
CARB on June 27, 2008, in a separate 
rulemaking. 

With respect to the second part of this 
comment, we believe that the 
documents needed for an informed 
review of our proposed action were 
included in the docket during the public 
comment period. Additional documents 
have been provided in response to the 
FOIA request, but none of these 
additional documents were needed to 

review the substance and rationale of 
our proposed action in an informed 
manner. 

F. Comments on Whether Best Available 
Control Technology (BACT) Can 
Achieve the Necessary Reductions 

Comment 11: Some commenters 
question whether further, even total, 
implementation of Best Available 
Control Technology (BACT) could 
achieve the overall reductions 
commitment. The commenters indicate 
that even if all fumigant applicators 
adopt BACT, the emissions reduction 
commitment would still fail to be 
reached. They propose that the only 
way to reach the commitment level is 
through some combination of acreage 
reduction, application rate reduction, 
and shifting applications outside of the 
typical season. 

Response 11: In today’s action, we are 
approving a SIP revision that relaxes in 
part, and temporarily, a commitment by 
the State of California to reduce VOC 
emissions from pesticide use in Ventura 
County. We are not taking action on the 
specific regulations promulgated by 
DPR, and that purportedly go beyond 
BACT-level of control, to fulfill that 
commitment. We acknowledge 
commenters’ views concerning the 
feasibility of complying with DPR’s 
regulations but have not based our 
approval action on the SIP revision on 
such considerations. 

III. EPA’s Final Action 
No comments were submitted that 

change our assessment of the Revised 
Pesticide Element for Ventura as set 
forth in our proposed rule. Therefore, 
pursuant to section 110(k)(3) of the CAA 
and for the reasons set forth in detail in 
EPA’s proposed rule and in today’s final 
rule, including the responses to 
comments, EPA is approving the 
revision to the California SIP submitted 
by the State of California on November 
30, 2007 concerning the Pesticide 
Element for Ventura County. We find 
that the SIP revision is consistent with 
the requirements of the CAA and EPA’s 
regulations. 

IV. Statutory and Executive Order 
Reviews 

Under the Clean Air Act, the 
Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 
Federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 
Accordingly, this action merely 
approves state law as meeting Federal 

requirements and does not impose 
additional requirements beyond those 
imposed by state law. For that reason, 
this action: 

• Is not a ‘‘significant regulatory 
action’’ subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

• Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

• Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

• Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Public L. 104–4); 

• Does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

• Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

• Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

• Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

• Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, this rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), because the SIP is 
not approved to apply in Indian country 
located in the state, and EPA notes that 
it will not impose substantial direct 
costs on tribal governments or preempt 
tribal law. 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this rule and other 
required information to the U.S. Senate, 
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the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). 

Under section 307(b)(1) of the Clean 
Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by September 16, 
2008. Filing a petition for 
reconsideration by the Administrator of 
this final rule does not affect the finality 
of this rule for the purposes of judicial 
review nor does it extend the time 
within which a petition for judicial 
review may be filed, and shall not 
postpone the effectiveness of such rule 
or action. This action may not be 
challenged later in proceedings to 
enforce its requirements. (See section 
307(b)(2).) 

List of Subjects in 40 CFR Part 52 
Environmental protection, Air 

pollution control, Incorporation by 
reference, Intergovernmental relations, 
Ozone, Reporting and recordkeeping 
requirements, Volatile organic 
compounds. 

Dated: July 3, 2008. 
Kathleen H. Johnson, 
Acting Regional Administrator, Region IX. 

� Chapter I, title 40 of the Code of 
Federal Regulations is amended as 
follows: 

PART 52—[AMENDED] 

� 1. The authority citation for Part 52 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart F—California 

� 2. Section 52.220 is amended by 
adding paragraph (c)(355) to read as 
follows: 

§ 52.220 Identification of plan. 

* * * * * 
(c) * * * 
(355) The following plan revision was 

submitted on November 30, 2007, by the 
Governor’s designee. 

(i) Incorporation by reference. 
(A) California Air Resources Board. 
(1) Attachment 3 to Executive Order 

S–07–003, Appendix H, Revised 
Proposed Revision to the Pesticide 
Element of the 1994 Ozone SIP for the 
Ventura County Nonattainment Area 
(August 13, 2007). 

(2) California Air Resources Board, 
Executive Order S–07–003, November 
30, 2007; to Wit: Revised Pesticide 

Element of the 1994 Ozone SIP for the 
Ventura County Nonattainment Area. 

[FR Doc. E8–16388 Filed 7–17–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 180 

[EPA–HQ–OPP–2008–0254; FRL–8371–7] 

Oxirane, 2-methyl-, polymer with 
oxirane, mono [2-[2-(2-)
butoxymethylethoxy))methylethoxyl] 
ether; Tolerance Exemption 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: This regulation establishes an 
exemption from the requirement of a 
tolerance for residues of oxirane, 2- 
methyl-, polymer with oxirane, mono 
[2-[2-(2-)butoxymethylethoxy)
methylethoxy]methylethyl] ether; (CAS 
Reg. No. 926031–36–9) when used as an 
inert ingredient in a pesticide chemical 
formulation. Rhodia, Inc. c/o SciReg, 
Inc., submitted a petition to EPA under 
the Federal Food, Drug, and Cosmetic 
Act (FFDCA), as amended by the Food 
Quality Protection Act of 1996 (FQPA) 
requesting an exemption from the 
requirement of a tolerance. This 
regulation eliminates the need to 
establish a maximum permissible level 
for residues of oxirane, 2-methyl-, 
polymer with oxirane, mono [2-[2-(2)
butoxymethylethoxy))methylethoxy]
methylethyl] ether. 
DATES: This regulation is effective July 
18, 2008. Objections and requests for 
hearings must be received on or before 
September 16, 2008, and must be filed 
in accordance with the instructions 
provided in 40 CFR part 178 (see also 
Unit I.C. of the SUPPLEMENTARY 
INFORMATION). 

ADDRESSES: EPA has established a 
docket for this action under docket 
identification (ID) number EPA–HQ– 
OPP–2008–0254. To access the 
electronic docket, go to http:// 
www.regulations.gov, select ‘‘Advanced 
Search,’’ then ‘‘Docket Search.’’ Insert 
the docket ID number where indicated 
and select the ‘‘Submit’’ button. Follow 
the instructions on the regulations.gov 
website to view the docket index or 
access available documents. All 
documents in the docket are listed in 
the docket index available in 
regulations.gov. Although listed in the 
index, some information is not publicly 
available, e.g., Confidential Business 
Information (CBI) or other information 

whose disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available in the electronic docket at 
http://www.regulations.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S– 
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
Docket Facility is open from 8:30 a.m. 
to 4 p.m., Monday through Friday, 
excluding legal holidays. The Docket 
Facility telephone number is (703) 305– 
5805. 
FOR FURTHER INFORMATION CONTACT: 
Karen Samek, Registration Division 
(7505P), Office of Pesticide Programs, 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001; telephone number: 
(703) 347–8825; e-mail address: 
samek.karen@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 
You may be potentially affected by 

this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
affected entities may include, but are 
not limited to: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Food manufacturing (NAICS code 

311). 
• Pesticide manufacturing (NAICS 

code 32532). 
This listing is not intended to be 

exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, consult 
the person listed under FOR FURTHER 
INFORMATION CONTACT. 

B. How Can I Access Electronic Copies 
of this Document? 

In addition to accessing an electronic 
copy of this Federal Register document 
through the electronic docket at http:// 
www.regulations.gov, you may access 
this ‘‘Federal Register’’ document 
electronically through the EPA Internet 
under the ‘‘Federal Register’’ listings at 
http://www.epa.gov/fedrgstr. You may 
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also access a frequently updated 
electronic version of 40 CFR part 180 
through the Government Printing 
Office’s pilot e-CFR site at http:// 
www.gpoaccess.gov/ecfr. 

C. Can I File an Objection or Hearing 
Request? 

Under section 408(g) of FFDCA, as 
amended by FQPA, any person may file 
an objection to any aspect of this 
regulation and may also request a 
hearing on those objections. The EPA 
procedural regulations which govern the 
submission of objections and requests 
for hearings appear in 40 CFR part 178. 
You must file your objection or request 
a hearing on this regulation in 
accordance with the instructions 
provided in 40 CFR part 178. To ensure 
proper receipt by EPA, you must 
identify docket ID number EPA–HQ– 
OPP–2008–0254 in the subject line on 
the first page of your submission. All 
requests must be in writing, and must be 
mailed or delivered to the Hearing Clerk 
on or before September 16, 2008. 

In addition to filing an objection or 
hearing request with the Hearing Clerk 
as described in 40 CFR part 178, please 
submit a copy of the filing that does not 
contain any CBI for inclusion in the 
public docket that is described in 
ADDRESSES. Information not marked 
confidential pursuant to 40 CFR part 2 
may be disclosed publicly by EPA 
without prior notice. Submit your 
copies, identified by docket ID number 
EPA–HQ–OPP–2008–0254, by one of 
the following methods. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket’s 
normal hours of operation (8:30 a.m. to 
4 p.m., Monday through Friday, 
excluding legal holidays). Special 
arrangements should be made for 
deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305–5805. 

II. Background and Statutory Findings 
In the Federal Register of May 16, 

2008 (73 FR 28461) (FRL–8361-6), EPA 
issued a notice pursuant to section 408 
of FFDCA, 21 U.S.C. 346a, as amended 
by FQPA (Public Law 104–170), 
announcing the filing of a pesticide 

petition (PP 8E7315) by Rhodia, Inc. c/ 
o SciReg, Inc., 12733 Director’s Loop, 
Woodbridge, Va 22192.. The petition 
requested that 40 CFR 180.960 be 
amended by establishing an exemption 
from the requirement of a tolerance for 
residues of oxirane, 2-methyl-, polymer 
with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether; (CAS Reg. No. 
926031–36–9). That notice included a 
summary of the petition prepared by the 
petitioner. There were no comments in 
response to the notice of filing. 

Section 408(c)(2)(A)(i) of FFDCA 
allows EPA to establish an exemption 
from the requirement for a tolerance (the 
legal limit for a pesticide chemical 
residue in or on a food) only if EPA 
determines that the tolerance is ‘‘safe.’’ 
Section 408(c)(2)(A)(ii) of FFDCA 
defines ‘‘safe’’ to mean that ‘‘there is a 
reasonable certainty that no harm will 
result from aggregate exposure to the 
pesticide chemical residue, including 
all anticipated dietary exposures and all 
other exposures for which there is 
reliable information.’’ This includes 
exposure through drinking water and in 
residential settings, but does not include 
occupational exposure. Section 
408(b)(2)(C) of FFDCA requires EPA to 
give special consideration to exposure 
of infants and children to the pesticide 
chemical residue in establishing an 
exemption from the requirement of a 
tolerance and to ‘‘ensure that there is a 
reasonable certainty that no harm will 
result to infants and children from 
aggregate exposure to the pesticide 
chemical residue * * *.’’ and specifies 
factors EPA is to consider in 
establishing an exemption. 

III. Inert Ingredient Definition 

Inert ingredients are all ingredients 
that are not active ingredients as defined 
in 40 CFR 153.125 and include, but are 
not limited to, the following types of 
ingredients (except when they have a 
pesticidal efficacy of their own): 
Solvents such as alcohols and 
hydrocarbons; surfactants such as 
polyoxyethylene polymers and fatty 
acids; carriers such as clay and 
diatomaceous earth; thickeners such as 
carrageenan and modified cellulose; 
wetting, spreading, and dispersing 
agents; propellants in aerosol 
dispensers; microencapsulating agents; 
and emulsifiers. The term ‘‘inert’’ is not 
intended to imply nontoxicity; the 
ingredient may or may not be 
chemically active. Generally, EPA has 
exempted inert ingredients from the 
requirement of a tolerance based on the 
low toxicity of the individual inert 
ingredients. 

IV. Risk Assessment and Statutory 
Findings 

EPA establishes exemptions from the 
requirement of a tolerance only in those 
cases where it can be shown that the 
risks from aggregate exposure to 
pesticide chemical residues under 
reasonably foreseeable circumstances 
will pose no appreciable risks to human 
health. In order to determine the risks 
from aggregate exposure to pesticide 
inert ingredients, the Agency considers 
the toxicity of the inert in conjunction 
with possible exposure to residues of 
the inert ingredient through food, 
drinking water, and through other 
exposures that occur as a result of 
pesticide use in residential settings. If 
EPA is able to determine that a finite 
tolerance is not necessary to ensure that 
there is a reasonable certainty that no 
harm will result from aggregate 
exposure to the inert ingredient, an 
exemption from the requirement of a 
tolerance may be established. 

Consistent with section 408(b)(2)(D) 
of FFDCA, EPA has reviewed the 
available scientific data and other 
relevant information in support of this 
action and considered its validity, 
completeness and reliability and the 
relationship of this information to 
human risk. EPA has also considered 
available information concerning the 
variability of the sensitivities of major 
identifiable subgroups of consumers, 
including infants and children. In the 
case of certain chemical substances that 
are defined as polymers, the Agency has 
established a set of criteria to identify 
categories of polymers that should 
present minimal or no risk. The 
definition of a polymer is given in 40 
CFR 723.250(b) and the exclusion 
criteria for identifying these low-risk 
polymers are described in 40 CFR 
723.250(d). Oxirane, 2-methyl-, polymer 
with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether conforms to the 
definition of a polymer given in 40 CFR 
723.250(b) and meets the following 
criteria that are used to identify low risk 
polymers: 

1. The polymer is not a cationic 
polymer nor is it reasonably anticipated 
to become a cationic polymer in a 
natural aquatic environment. 

2. The polymer does contain as an 
integral part of its composition the 
atomic elements carbon, hydrogen, and 
oxygen. 

3. The polymer does not contain as an 
integral part of its composition, except 
as impurities, any element other than 
those listed in 40 CFR 723.250(d)(2)(ii). 

4. The polymer is neither designed 
nor can it be reasonably anticipated to 
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substantially degrade, decompose, or 
depolymerize. 

5. The polymer is manufactured or 
imported from monomers and/or 
reactants that are already included on 
the TSCA Chemical Substance 
Inventory or manufactured under an 
applicable TSCA section 5 exemption. 

6. The polymer is not a water 
absorbing polymer with a number 
average molecular weight (MW) greater 
than or equal to 10,000 daltons. 

Additionally, the polymer also meets 
as required the following exemption 
criteria specified in 40 CFR 723.250(e). 

7. The polymer’s number average MW 
of 3,000 daltons is greater than 1,000 
and less than 10,000 daltons. The 
polymer contains less than 10% 
oligomeric material below MW 500 and 
less than 25% oligomeric material 
below MW 1,000, and the polymer does 
not contain any reactive functional 
groups. 

Thus, oxirane, 2-methyl-, polymer 
with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether meets all the criteria 
for a polymer to be considered low risk 
under 40 CFR 723.250. Based on its 
conformance to the criteria in this unit, 
no mammalian toxicity is anticipated 
from dietary, inhalation, or dermal 
exposure to oxirane, 2-methyl-, polymer 
with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether. 

V. Aggregate Exposures 

For the purposes of assessing 
potential exposure under this 
exemption, EPA considered that 
oxirane, 2-methyl-, polymer with 
oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether could be present in 
all raw and processed agricultural 
commodities and drinking water, and 
that non-occupational non-dietary 
exposure was possible. The number 
average MW of oxirane, 2-methyl-, 
polymer with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether is 3,000 daltons. 
Generally, a polymer of this size would 
be poorly absorbed through the intact 
gastrointestinal tract or through intact 
human skin. Since oxirane, 2-methyl-, 
polymer with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether conforms to the 
criteria that identify a low-risk polymer, 
there are no concerns for risks 
associated with any potential exposure 
scenarios that are reasonably 
foreseeable. The Agency has determined 
that a tolerance is not necessary to 
protect the public health. 

VI. Cumulative Effects 

Section 408 (b)(2)(D)(v) of FFDCA 
requires that, when considering whether 
to establish, modify, or revoke a 
tolerance or tolerance exemption, the 
Agency consider ‘‘available 
information’’ concerning the cumulative 
effects of a particular chemical’s 
residues and ‘‘other substances that 
have a common mechanism of toxicity.’’ 
EPA does not have, at this time, 
available data to determine whether 
oxirane, 2-methyl-, polymer with 
oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether has a common 
mechanism of toxicity with other 
substances. Unlike other pesticides for 
which EPA has followed a cumulative 
risk approach based on a common 
mechanism of toxicity, EPA has not 
made a common mechanism of toxicity 
finding as to oxirane, 2-methyl-, 
polymer with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether and any other 
substances and Oxirane, 2-methyl-, 
polymer with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether does not appear to 
produce a toxic metabolite produced by 
other substances. For the purposes of 
this tolerance action, therefore, EPA has 
not assumed that oxirane, 2-methyl-, 
polymer with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether has a common 
mechanism of toxicity with other 
substances. For information regarding 
EPA’s efforts to determine which 
chemicals have a common mechanism 
of toxicity and to evaluate the 
cumulative effects of such chemicals, 
see the policy statements released by 
EPA’s Office of Pesticide Programs 
concerning common mechanism 
determinations and procedures for 
cumulating effects from substances 
found to have a common mechanism on 
EPA’s Web site at http://www.epa.gov/ 
pesticides/cumulative. 

VII. Additional Safety Factor for the 
Protection of Infants and Children 

Section 408 of FFDCA provides that 
EPA shall apply an additional tenfold 
margin of safety for infants and children 
in the case of threshold effects to 
account for prenatal and postnatal 
toxicity and the completeness of the 
data base unless EPA concludes that a 
different margin of safety will be safe for 
infants and children. Due to the 
expected low toxicity of oxirane, 2- 
methyl-, polymer with oxirane, mono 
[2-[2-(2-butoxymethylethoxy)
methylethoxy]methylethyl] ether, EPA 
has not used a safety factor analysis to 

assess the risk. For the same reasons the 
additional tenfold safety factor is 
unnecessary. 

VIII. Determination of Safety 
Based on the conformance to the 

criteria used to identify a low-risk 
polymer, EPA concludes that there is a 
reasonable certainty of no harm to the 
U.S. population, including infants and 
children, from aggregate exposure to 
residues of oxirane, 2-methyl-, polymer 
with oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether. 

IX. Other Considerations 

A. Analytical Enforcement Methodology 
An analytical method is not required 

for enforcement purposes since the 
Agency is establishing an exemption 
from the requirement of a tolerance 
without any numerical limitation. 

B. International Tolerances 
The Agency is not aware of any 

country requiring a tolerance for 
oxirane, 2-methyl-, polymer with 
oxirane, mono [2-[2-(2-
butoxymethylethoxy)methylethoxy]
methylethyl] ether nor have any CODEX 
Maximum Residue Levels (MRLs) been 
established for any food crops at this 
time. 

X. Conclusion 
Accordingly, EPA finds that 

exempting residues of oxirane, 2- 
methyl-, polymer with oxirane, mono 
[2-[2-(2-butoxymethylethoxy)
methylethoxy]methylethyl] ether from 
the requirement of a tolerance will be 
safe. 

XI. Statutory and Executive Order 
Reviews 

This final rule establishes a tolerance 
under section 408(d) of FFDCA in 
response to a petition submitted to the 
Agency. The Office of Management and 
Budget (OMB) has exempted these types 
of actions from review under Executive 
Order 12866, entitled Regulatory 
Planning and Review (58 FR 51735, 
October 4, 1993). Because this rule has 
been exempted from review under 
Executive Order 12866, this rule is not 
subject to Executive Order 13211, 
Actions Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use (66 FR 28355, May 
22, 2001) or Executive Order 13045, 
entitled Protection of Children from 
Environmental Health Risks and Safety 
Risks (62 FR 19885, April 23, 1997). 
This final rule does not contain any 
information collections subject to OMB 
approval under the Paperwork 
Reduction Act (PRA), 44 U.S.C. 3501 et 
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seq., nor does it require any special 
considerations under Executive Order 
12898, entitled Federal Actions to 
Address Environmental Justice in 
Minority Populations and Low-Income 
Populations (59 FR 7629, February 16, 
1994). 

Since tolerances and exemptions that 
are established on the basis of a petition 
under section 408(d) of FFDCA, such as 
the tolerance in this final rule, do not 
require the issuance of a proposed rule, 
the requirements of the Regulatory 
Flexibility Act (RFA) (5 U.S.C. 601 et 
seq.) do not apply. 

This final rule directly regulates 
growers, food processors, food handlers, 
and food retailers, not States or tribes, 
nor does this action alter the 
relationships or distribution of power 
and responsibilities established by 
Congress in the preemption provisions 
of section 408(n)(4) of FFDCA. As such, 
the Agency has determined that this 
action will not have a substantial direct 
effect on States or tribal governments, 
on the relationship between the national 
government and the States or tribal 
governments, or on the distribution of 
power and responsibilities among the 
various levels of government or between 
the Federal Government and Indian 

tribes. Thus, the Agency has determined 
that Executive Order 13132, entitled 
Federalism (64 FR 43255, August 10, 
1999) and Executive Order 13175, 
entitled Consultation and Coordination 
with Indian Tribal Governments (65 FR 
67249, November 9, 2000) do not apply 
to this rule. In addition, This rule does 
not impose any enforceable duty or 
contain any unfunded mandate as 
described under Title II of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
(Public Law 104–4). 

This action does not involve any 
technical standards that would require 
Agency consideration of voluntary 
consensus standards pursuant to section 
12(d) of the National Technology 
Transfer and Advancement Act of 1995 
(NTTAA), Public Law 104–113, section 
12(d) (15 U.S.C. 272 note). 

XII. Congressional Review Act 

The Congressional Review Act, 5 
U.S.C. 801 et seq., generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report to each House of 
the Congress and to the Comptroller 
General of the United States. EPA will 
submit a report containing this rule and 
other required information to the U.S. 

Senate, the U.S. House of 
Representatives, and the Comptroller 
General of the United States prior to 
publication of this rule in the Federal 
Register. This rule is not a ‘‘major rule’’ 
as defined by 5 U.S.C. 804(2). 

List of Subjects in 40 CFR Part 180 

Environmental protection, 
Administrative practice and procedure, 
Agricultural commodities, Pesticides 
and pests, Reporting and recordkeeping 
requirements. 

Dated: July 3, 2008. 
Lois Rossi, 
Director, Registration Division, Office of 
Pesticide Programs. 

� Therefore, 40 CFR chapter I is 
amended as follows: 

PART 180—[AMENDED] 

� 1. The authority citation for part 180 
continues to read as follows: 

Authority: 21 U.S.C. 321(q), 346a and 371. 

� 2. Section 180.960 is amended by 
adding in alphabetical order a polymer 
to the table to read as follows: 

§ 180.960 Polymers; exemptions from the 
requirement of a tolerance. 

* * * * * 

Polymer CAS No. 

* * * * * * * 
Oxirane, 2-methyl-, polymer with oxirane, mono [2-[2-(2-butoxymethylethoxy)methylethoxy]methylethyl] 

ether, minimum number average molecular weight (in amu), 3,000. 926031–36–9 

* * * * * * * 

[FR Doc. E8–16317 Filed 7–17–08; 8:45 am] 
BILLING CODE 6560–50–S 

FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Parts 52 and 64 

[CG Docket No. 03–123 and WC Docket No. 
05–196; FCC 08–151] 

Telecommunications Relay Services 
and Speech-to-Speech Services for 
Individuals With Hearing and Speech 
Disabilities; E911 Requirements for IP- 
Enabled Service Providers 

AGENCY: Federal Communications 
Commission. 
ACTION: Final rule. 

SUMMARY: In this document, the 
Commission adopts a system for 
assigning users of Internet-based 
Telecommunications Relay Services 
(TRS), specifically Video Relay Service 

(VRS) and Internet Protocol (IP) Relay, 
ten-digit telephone numbers linked to 
the North American Numbering Plan 
(NANP). This numbering system will 
further the TRS functional equivalency 
mandate by ensuring that Internet-based 
TRS users can be reached by voice 
telephone users in the same way that 
voice telephone users are called. The 
measures the Commission adopts also 
are intended to ensure that emergency 
calls placed by Internet-based TRS users 
will be routed directly and 
automatically to the appropriate 
emergency services authorities by 
Internet-based TRS providers. 

DATES: Effective August 18, 2008, except 
for 47 CFR 64.605 (a) and (b), and 
64.611 (a), (b), (c) and (f), which contain 
information collection requirements 
subject to the Paperwork Reduction Act 
(PRA) of 1995, Public law 104–13, that 
have not been approved by the Office of 
Management and Budget (OMB). The 
Commission will publish a separate 

document in the Federal Register 
announcing the effective date of these 
requirements. Interested parties 
(including the general public, OMB, and 
other Federal agencies) that wish to 
submit written comments on the PRA 
information collection requirements 
must do so on or before September 16, 
2008. 
ADDRESSES: Interested parties may 
submit PRA comments identified by 
OMB Control Number 3060–1089, by 
any of the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• Federal Communications 
Commission’s Web Site: http:// 
www.fcc.gov/cgb/ecfs/. Follow the 
instructions for submitting comments. 

• E-mail: Parties who choose to file 
by e-mail should submit their comments 
to PRA@fcc.gov. Please include CG 
Docket Number 03–123, WC Docket 
Number 05–196, and OMB Control 
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Number 3060–1089 in the subject line of 
the message. 

• Mail: Parties who choose to file by 
paper should submit their comments to 
Cathy Williams, Federal 
Communications Commission, Room 1– 
C823, 445 12th Street, SW., Washington, 
DC 20554. 
FOR FURTHER INFORMATION CONTACT: 
Thomas Chandler, Consumer and 
Governmental Affairs Bureau, Disability 
Rights Office at (202) 418–1475 (voice), 
(202) 418–0597 (TTY), or e-mail 
Thomas.Chandler@fcc.gov. For 
additional information concerning the 
PRA information collection 
requirements contained in this 
document, contact Cathy Williams at 
(202) 418–2918, or e-mail 
Cathy.Williams@fcc.gov and/or 
PRA@fcc.gov. 
SUPPLEMENTARY INFORMATION: This is a 
summary of the Commission’s 
Telecommunications Relay Services and 
Speech-To-Speech Services For 
Individuals With Hearing and Speech 
Disabilities; E911 Requirements For IP- 
Enabled Services Providers, Report and 
Order, document FCC 08–151, adopted 
June 11, 2008, and released June 24, 
2008, in CG Docket No. 03–123 and WC 
Docket No. 05–196. Simultaneously 
with the Report and Order, the 
Commission also issued a Further 
Notice and Proposed Rulemaking 
(FNPRM) in CG Docket No. 03–123 and 
WC Docket No. 05–196, seeking 
comment on additional issues relating 
to the assignment and administration of 
ten-digit telephone numbers for 
Internet-based TRS. The Report and 
Order addresses issues arising from the 
following items: (1) 
Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities, Notice of Proposed 
Rulemaking (VRS/IP Relay 911 NPRM), 
CG Docket No. 03–123, document FCC 
05–196, published at 71 FR 5221, 
February 1, 2006; (2) 
Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities, Declaratory Ruling and 
Further Notice of Proposed Rulemaking 
(Interoperability Declaratory Ruling and 
FNPRM), CG Docket No. 03–123, 
document FCC 06–57, published at 71 
FR 30818 and 71 FR 30848, May 31, 
2006; (3) Telecommunications Relay 
Services and Speech-to-Speech Services 
for Individuals with Hearing and Speech 
Disabilities, Further Notice of Proposed 
Rulemaking (IP Relay/VRS Misuse 
FNPRM), CG Docket No. 03–123, 
document FCC 06–58, published at 71 
FR 31131, June 1, 2006; (4) 

Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities; E911 Requirements For IP- 
Enabled Service Providers, Report and 
Order (Interim Emergency Call Handling 
Order), CG Docket No. 03–123 and WC 
Docket No. 05–196, document FCC 08– 
78, published at 73 FR 21252, April 21, 
2008; and (5) Consumer and 
Governmental Affairs Bureau Seeks to 
Refresh Record on Assigning Internet 
Protocol (IP)-Based 
Telecommunications Relay Service 
(TRS) Users Ten-Digit Telephone 
Numbers Linked to North American 
Numbering Plan (NANP) and Related 
Issues, Public Notice (Numbering PN), 
CG Docket No. 03–123, document DA 
08–607, published at 73 FR 16304, 
March 27, 2008. 

The full text of document FCC 08–151 
and copies of any subsequently filed 
documents in this matter will be 
available for public inspection and 
copying during regular business hours 
at the FCC Reference Information 
Center, Portals II, 445 12th Street, SW., 
Room CY–A257, Washington, DC 20554. 
FCC 08–151 and copies of subsequently 
filed documents in this matter also may 
be purchased from the Commission’s 
duplicating contractor at Portals II, 445 
12th Street, SW., Room CY–B402, 
Washington, DC 20554. Customers may 
contact the Commission’s duplicating 
contractor at its Web site 
www.bcpiweb.com or by calling 1–800– 
378–3160. To request materials in 
accessible formats for people with 
disabilities (Braille, large print, 
electronic files, audio format), send an 
e-mail to fcc504@fcc.gov or call the 
Consumer and Governmental Affairs 
Bureau at (202) 418–0530 (voice) or 
(202) 418–0432 (TTY). Document FCC 
08–151 also can be downloaded in 
Word and Portable Document Format 
(PDF) at http://www.fcc.gov/cgb/dro/ 
trs.html. 

Paperwork Reduction Act of 1995 
Analysis 

Document FCC 08–151 contains new 
and modified information collection 
requirements subject to the PRA. It will 
be submitted to OMB for review under 
section 3507 of the PRA. OMB, the 
general public, and other Federal 
agencies are invited to comment on the 
modified information collection 
requirements contained in this 
proceeding. Public and agency 
comments are due September 16, 2008. 
In addition, the Commission notes 
pursuant to the Small Business 
Paperwork Relief Act of 2002, Public 
Law 107–198, see 44 U.S.C. 3506 (c)(4), 
that the Commission previously sought 

specific comment on how it may 
‘‘further reduce the information 
collection burden for small business 
concerns with fewer than 25 
employees.’’ 

Synopsis 
1. In the Report and Order, the 

Commission adopts a system for 
assigning users of Internet-based TRS, 
specifically VRS and IP Relay, ten-digit 
telephone numbers linked to the NANP. 
This numbering system will further the 
functional equivalency mandate by 
ensuring that Internet-based TRS users 
can be reached by voice telephone users 
in the same way that voice telephone 
users are called. The measures the 
Commission adopts also are intended to 
ensure that emergency calls placed by 
Internet-based TRS users will be routed 
directly and automatically to the 
appropriate emergency services 
authorities by Internet-based TRS 
providers. Consistent with the Interim 
Emergency Call Handling Order, the 
Commission requires that the ten-digit 
numbering plan adopted in the Report 
and Order be implemented no later than 
December 31, 2008. In the 
accompanying FNPRM, the Commission 
seeks comment on additional issues 
relating to the assignment and 
administration of ten-digit telephone 
numbers for Internet-based TRS. 

2. Currently, VRS users do not have 
a reliable or consistent means by which 
others can identify or reach them. In 
contrast to the voice telephone network, 
Internet-based relay services are not 
linked to a uniform numbering scheme. 
Instead of a ten-digit telephone number, 
VRS users are typically assigned a 
‘‘dynamic’’ IP address. As a 
consequence, it is more difficult to place 
a relay call to a VRS user, as compared 
to placing a call to a voice telephone 
user, because the calling party must 
ascertain the VRS user’s current IP 
address each time he or she wishes to 
place a call to that individual. 

3. The voice telephone system is 
predicated on the assignment of ten- 
digit numbers to consumers, and the 
ability of any telephone user to reach a 
consumer by dialing that person’s 
particular number. Further, because 
location and other identifying 
information is attached to each number, 
consumers can dial 911 and reach 
emergency services that can 
automatically determine the caller’s 
location to respond to the emergency. 
The same holds true for consumers of 
the PSTN-based TRS. Voice telephone 
users can call these consumers via TRS 
if they know the consumer’s ten-digit 
telephone number, which they provide 
to the customer assistant (CA) when 
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making the relay call. These TRS 
consumers can also contact emergency 
services by either dialing 911 directly or 
by calling a TRS provider; in either case, 
the caller’s location information will 
automatically be passed to the 
emergency personnel. This is presently 
not the case, however, with respect to 
consumers using the Internet-based 
forms of TRS. Voice telephone users can 
call an Internet-based TRS user only if 
the caller knows the TRS user’s current 
Internet address (or a proxy therefor), 
and the Internet-based TRS user cannot 
call emergency services and have 
location information automatically 
transmitted. The Commission concludes 
that it has the authority to adopt a 
system for assigning persons using 
Internet-based TRS ten-digit telephone 
numbers linked to the NANP pursuant 
to sections 225 and 251 of the 
Communications Act of 1934, as 
amended (the Act). 

4. In the March 19, 2008, Interim 
Emergency Call Handling Order, the 
Commission announced its intention to 
adopt a ten-digit numbering plan for 
Internet-based TRS in a future 
Commission order. That same day, and 
to ensure that the record reflects new 
technical, economic, and administrative 
developments related to the 
implementation of a 10-digit numbering 
system, the Commission’s Consumer 
and Governmental Affairs Bureau 
(Bureau) issued the Numbering PN, 
inviting interested parties to refresh the 
record on issues relating to the 
assignment and administration of ten- 
digit numbering for Internet-based TRS 
users. The Bureau also sought to refresh 
the record on other issues related to 
numbering, including number resource 
conservation, and the application of the 
Commission’s anti-‘‘slamming’’ rules, 
customer proprietary network 
information (CPNI) rules, and local 
number portability (LNP) rules to 
Internet-based TRS providers. 

5. In the Interim Emergency Call 
Handling Order, the Commission 
required Internet-based TRS providers 
to ‘‘accept and handle emergency calls’’ 
and to access, either directly or via a 
third party, a commercially available 
database that will allow the provider to 
determine an appropriate PSAP, 
designated statewide default answering 
point, or appropriate local emergency 
authority that corresponds to the caller’s 
location, and to relay the call to that 
entity. The Commission also adopted 
several interim emergency call handling 
requirements for Internet-based relay 
services, finding that these measures are 
needed to facilitate access to emergency 
services for consumers of Internet-based 
relay services, pending the adoption of 

a longer term solution. The Commission 
also announced its intention to adopt in 
a forthcoming Commission order a 
Registered Location process, similar to 
that adopted by the Commission in the 
interconnected voice over Internet 
protocol (VoIP) context. 

6. Adoption of a Uniform Ten-Digit 
Telephone Numbering System for 
Internet-based TRS. The Commission 
finds that utilization of NANP numbers 
will best achieve the goal of making 
Internet-based TRS functionally 
equivalent to traditional circuit 
switched telephony, and will provide 
Internet-based TRS users a reliable and 
consistent means by which they may 
receive calls from voice telephone users. 
The Commission therefore requires 
Internet-based TRS providers to assign 
Internet-based TRS users NANP 
telephone numbers. The Commission 
further requires Internet-based TRS 
providers to stop issuing ‘‘proxy’’ or 
‘‘alias’’ numbers no later than December 
31, 2008. 

7. Full connectivity between Internet- 
based TRS and the PSTN cannot be 
achieved simply by assigning telephone 
numbers to Internet-based TRS users. 
The networks upon which the Internet 
portion of Internet-based TRS operates 
require IP addresses rather than NANP 
telephone numbers for routing. In order 
to allow calls to be appropriately routed 
and completed, a mechanism must be 
created for mapping the telephone 
numbers assigned to Internet-based TRS 
users to the IP addresses (or other 
appropriate endpoint identifiers) used 
by Internet-based TRS. 

8. Number Acquisition and 
Assignment. The Commission finds that 
it is most expedient and consistent with 
the Commission’s numbering policies 
for Internet-based TRS users to obtain 
NANP telephone numbers directly from 
their Internet-based TRS providers. 
Internet-based TRS providers may 
obtain such numbers either: (1) Directly 
from the North American Numbering 
Plan Administration (NANPA) or the 
Pooling Administrator (PA) if they are 
certificated as carriers and otherwise 
meet the criteria for obtaining numbers; 
or (2) through commercial arrangements 
with carriers (i.e., numbering partners). 
These are precisely the methods of 
obtaining numbers that are available to 
providers of interconnected VoIP 
service and their customers. Finally, 
Internet-based TRS users and providers 
of Internet-based TRS will enjoy the full 
benefits of LNP. 

9. The Commission finds that the best 
process for Internet-based TRS users to 
obtain telephone numbers is directly 
from their Internet-based TRS providers. 
Such a process is functionally 

equivalent to the process by which 
subscribers to interconnected VoIP, 
Commercial Mobile Radio Service, and 
local exchange service obtain numbers. 
Indeed, even proponents of the neutral 
third-party process note that some 
consumers view their Internet-based 
TRS provider as if it were a telephone 
company and therefore expect that they 
should obtain numbering resources 
directly from the Internet-based TRS 
provider. 

10. In light of the Commission’s 
decision to have Internet-based TRS 
users obtain numbers directly from 
Internet-based TRS providers, the 
Commission must determine how 
Internet-based TRS providers are to 
obtain access to numbering resources. 
The record reflects three methods: (1) 
Directly from the NANPA or the PA, (2) 
from a neutral third party administrator 
established for the purpose, or (3) from 
numbering partners through commercial 
agreements. 

11. Only carriers, absent a 
Commission waiver, may obtain 
numbering resources directly from the 
NANPA or the PA. Section 52.15(g)(2) of 
the Commission’s rules limits access to 
the NANP numbering resources to those 
applicants that are (1) ‘‘authorized to 
provide service in the area for which the 
numbering resources are being 
requested’’ and (2) ‘‘[are] or will be 
capable of providing service within 
sixty (60) days of the numbering 
resources activation date.’’ 47 CFR 
52.15(g)(2). Allowing only carriers to 
have direct access to NANP numbering 
resources helps to ensure that the 
numbers are used efficiently and to 
avoid number exhaust and also provides 
some control over who may access 
numbering databases and personnel. 
Thus, to the extent that a provider of 
Internet-based TRS is licensed or 
certificated as a carrier under the Act 
and relevant state law (as appropriate), 
it may obtain numbering resources 
directly from the NANPA or PA. 

12. The Commission recognizes, 
however, that many, if not all, providers 
of Internet-based TRS will not be 
licensed or certificated as carriers. 
Internet-based TRS providers that have 
not obtained a license or certificate of 
public convenience and necessity from 
the relevant states or otherwise are not 
eligible to receive numbers directly from 
the NANPA or PA may make numbers 
available to their customers through 
commercial arrangements with carriers 
(i.e., numbering partners). This method 
has proven successful in the context of 
interconnected VoIP, is consistent with 
the Commission’s numbering rules, and 
is cost effective. TRS providers can 
easily obtain numbers from certified 
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carriers the same way interconnected 
VoIP providers obtain numbers today. 

13. In any case, Internet-based TRS 
providers and their numbering partners 
shall be entitled to obtain and use 
numbering resources only to the extent 
they comply with the requirements of 
the Report and Order. The Commission 
also reminds all parties that telephone 
numbers are a public resource, not 
private property. They may not be 
bought or sold. They may, however, be 
provided as part of a package of services 
that includes, for example, 
interconnection, connectivity, or 911 
service. 

14. In light of record support for, and 
the demonstrated success of 
interconnected VoIP providers in 
obtaining NANP telephone numbers 
from carriers, the Commission declines 
to appoint a neutral third party to obtain 
numbers from the NANPA or from 
numbering partners for distribution to 
providers of Internet-based TRS or 
Internet-based TRS users. Allowing a 
third-party administrator direct access 
to numbering resources is not consistent 
with general Commission policy—as 
discussed above, absent a waiver, the 
Commission’s rules allow only carriers 
direct access to NANP numbering 
resources. Further, the record reflects 
that a third-party administrator would 
add another layer of personnel, process, 
and cost in the number procurement 
process. 

15. The Commission also finds that 
Internet-based TRS providers and their 
numbering partners are subject to the 
same LNP obligations, with the sole 
exception of contributing to meet shared 
numbering administration costs and 
LNP costs, as the Commission set forth 
in Telephone Number Requirements for 
IP Enabled Services Providers; Local 
Number Portability Porting Interval and 
Validation Requirements; IP-Enabled 
Services; Telephone Number Portability; 
CTIA Petitions for Declaratory Ruling on 
Wireline-Wireless Porting Issues; Final 
Regulatory Flexibility Analysis; Number 
Resource Optimization, Report and 
Order, Declaratory Ruling, Order on 
Remand, and Notice of Proposed 
Rulemaking, WC Docket Nos. 07–243, 
07–244, 04–36; CC Docket Nos. 95–116, 
99–200, document FCC 07–188, 
published at 73 FR 9463, February 21, 
2008 and 73 FR 9507, February 21, 
2008. The Commission expands the 
scope of the Commission’s LNP rules to 
include Internet-based TRS providers, 
so that the full array of obligations 
relating to the porting of numbers from 
one service provider to another service 
provider are applicable when an 
Internet-based TRS user wishes to port 
a number, regardless of whether the 

service providers involved are carriers, 
interconnected VoIP providers, or 
Internet-based TRS providers. The 
Commission notes that the Internet- 
based TRS provider has an affirmative 
legal obligation to take all steps 
necessary to initiate or allow a port-in 
or port-out itself or through its 
numbering partner on behalf of the 
Internet-based TRS user, subject to a 
valid port request, without unreasonable 
delay or unreasonable procedures that 
have the effect of delaying or denying 
porting of the number. Moreover, 
Internet-based TRS providers and their 
numbering partners may not enter into 
agreements that would prohibit or 
unreasonably delay an Internet-based 
TRS user from porting between Internet- 
based TRS providers and will be subject 
to Commission enforcement action for 
any such violation of the Act and the 
Commission’s LNP rules. 

16. To the extent that an Internet- 
based TRS provider is licensed or 
certificated as a carrier, that carrier is 
eligible to obtain numbering resources 
directly from the NANPA, subject to all 
relevant rules and procedures 
applicable to carriers, including LNP 
requirements. Under these 
circumstances, the Internet-based TRS 
provider would not have a numbering 
partner, and would thus be solely 
responsible for compliance with the 
Commission rules at issue here. 

17. Section 251(e)(2) of the Act 
provides that ‘‘[t]he cost of establishing 
telecommunications numbering 
administration arrangements and 
number portability shall be borne by all 
telecommunications carriers on a 
competitively neutral basis as 
determined by the Commission.’’ 47 
U.S.C. 251(e)(2). Carriers and 
interconnected VoIP providers that 
benefit from LNP generally are required 
to contribute to meet shared LNP costs. 
The Commission declines to extend to 
Internet-based TRS providers the 
obligation to contribute to meet shared 
LNP costs at this time. Unlike other 
providers that benefit from LNP, 
providers of Internet-based TRS are not 
permitted to recover their costs from 
their end users. Rather, Internet-based 
TRS providers are compensated by the 
Interstate TRS Fund for the costs of 
providing relay service. Money in the 
Interstate TRS Fund is collected from 
various providers of 
telecommunications and related 
services—many of which already 
contribute to meet shared LNP costs. It 
makes little sense to require Internet- 
based TRS providers to contribute to 
defray shared LNP costs covered by the 
same providers that ultimately provide 

the money Internet-based TRS providers 
will use to make such contributions. 

18. The Commission finds that 
Internet-based TRS users should be 
assigned geographically appropriate 
NANP numbers, as happens today for 
hearing users. The Commission notes 
that there may be unusual and limited 
circumstances in which an Internet- 
based TRS provider may not be able to 
obtain a geographically appropriate 
number for a particular end user. While 
the Commission does not expect this to 
be a common occurrence, Internet-based 
TRS providers may temporarily employ 
suitable workarounds in such 
circumstances, such as the assignment 
of a number which is reasonably close 
to the Internet-based TRS user’s rate 
center, or the use of remote call 
forwarding. Such workarounds may be 
employed only until a geographically 
appropriate number becomes available, 
unless the end user chooses to retain the 
originally assigned number. 

19. ‘‘Default Provider’’ Registration. 
Every provider of Internet-based TRS is 
required to provide Internet-based TRS 
users with the capability to register with 
that Internet-based TRS provider as a 
‘‘default provider’’ and provide or port 
for that user a NANP telephone number. 
Such registration is required: (1) To 
allow the Internet-based TRS provider 
to take steps to associate the Internet- 
based TRS user’s telephone number 
with their IP address to allow for the 
routing and completion of calls; (2) to 
facilitate the provision of 911 service; 
and (3) to facilitate the implementation 
of appropriate network security 
measures. 

20. The Internet-based TRS provider 
with which an Internet-based TRS user 
has registered will serve as the Internet- 
based TRS user’s ‘‘default provider.’’ 
For all Internet-based TRS users, all 
inbound and outbound calls will, by 
default, be routed through the default 
provider. Such a default provider 
arrangement is functionally equivalent 
to services provided on the PSTN and 
via interconnected VoIP. For example, 
voice telephone users that subscribe to 
a particular carrier for long distance 
service will make all of their long 
distance calls on that carrier’s network 
unless they choose to ‘‘dial around’’ to 
an alternative long distance provider. 
Likewise, calls made to and from an 
Internet-based TRS user will be handled 
by the default provider, unless the 
calling Internet-based TRS user 
specifically ‘‘dials around’’ in order to 
utilize an alternative provider. 
Individuals calling an Internet-based 
TRS user likewise will have the option 
of ‘‘dialing around’’ an Internet-based 
TRS user’s default provider in order to 
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utilize the services of a different TRS 
provider. An Internet-based TRS user 
may select and register with a new 
default provider at any time and have 
his or her number ported to that 
provider. 

21. As of December 31, 2008, Internet- 
based TRS providers must, prior to the 
initiation of service for an individual 
that has not previously utilized Internet- 
based TRS, register that new Internet- 
based TRS user, provide that user with 
a ten-digit NANP telephone number, 
obtain that user’s Registered Location, 
and fulfill all other requirements set 
forth in the Report and Order that 
pertain to Registered Internet-based TRS 
Users. The Commission’s numbering 
plan must be implemented such that 
ten-digit numbers are available to 
Internet-based TRS users no later than 
December 31, 2008. The Commission 
recognizes, however, that every existing 
Internet-based TRS user will not be able 
to register with a default provider on 
that day. The Commission therefore 
recognizes that the Commission must 
adopt a registration period for the 
existing base of Internet-based TRS 
users to migrate to the new numbering 
plan. 

22. Centralized Numbering Directory 
Mechanism. The Commission finds that 
the best centralized numbering directory 
mechanism shall: (1) Be provisioned 
with Uniform Resource Identifiers 
(URIs) that contain, inter alia, end-user 
IP addresses for VRS and domain names 
and user names for IP Relay; (2) be 
provisioned by Internet-based TRS 
providers on behalf of their Registered 
Internet-based TRS Users; and (3) limit 
central database access to Internet-based 
TRS providers. The Commission further 
finds that industry-standard DNS and 
ENUM technology is well-suited for 
implementing and querying the 
database. 

23. The primary purpose of the 
central database will be to map each 
Internet-based TRS user’s NANP 
telephone number to his or her end 
device. This can be accomplished by: (1) 
Provisioning the database with each 
Internet-based TRS user’s IP address 
(either alone or as part of a URI); or (2) 
provisioning the database with URIs 
that contain domain names and user 
names—such as an instant-message 
service and screen-name—that can be 
subsequently resolved to reach the 
user’s end device. 

24. The Commission finds that the 
central database should be provisioned 
with URIs containing IP addresses for 
VRS users. Provisioning URIs 
containing IP addresses to the central 
database will result in a simplified, and 
more efficient, call setup process by 

eliminating the need to query an 
Internet-based TRS user’s default 
provider before completing every call. 
Further, the use of a domain name in 
the URI normally would create a 
dependency on the global Domain Name 
System and thereby introduce those 
additional security vulnerability issues 
associated with the global DNS. Finally, 
eliminating the terminating party’s 
default provider from the call flow also 
improves Internet-based TRS user 
privacy by limiting the number of 
Internet-based TRS providers that have 
access to call signaling data, and limits 
any ability the terminating party’s 
default provider might have to block or 
otherwise degrade calls initiated 
through a competitor. 

25. The Commission requires Internet- 
based TRS providers to provision 
routing information directly to the 
central database. Default providers must 
obtain current routing information, 
including URIs containing IP addresses 
or domain names and user names, from 
their Registered Internet-based TRS 
Users, provision such information to the 
central database, and maintain it in their 
internal databases and in the central 
database. Conversely, Internet-based 
TRS providers (and, to the extent 
necessary, their numbering partners) 
must take such steps as are necessary to 
cease acquiring routing information 
from any Internet-based TRS user that 
ports his or her number to another 
provider or otherwise selects a new 
default provider. In addition, Internet- 
based TRS providers and their 
numbering partners also must 
communicate among themselves as 
necessary to ensure that only the default 
provider provisions routing information 
to the central database, and that 
providers other than the default 
provider are aware that they must query 
the central database in order to obtain 
accurate routing information for a 
particular user of Internet-based TRS. In 
order to ensure that the telephone 
numbers of Internet-based TRS users are 
fully portable, that their devices are 
interoperable, and their privacy is 
protected, if an Internet-based TRS 
provider cannot provide service to a 
particular user in the manner described 
in the Report and Order, the Internet- 
based TRS provider must not provide 
service to that user without seeking 
prior approval of the Commission. 

26. The Commission concludes that 
only Internet-based TRS providers will 
be authorized to query the central 
database for the purpose of obtaining 
information from the database to 
complete calls. 

27. The Commission further 
concludes that building, maintaining, 

and operating the central database will 
best be done by a neutral third party 
administrator under contract with the 
Commission and compensated through 
the Interstate TRS Fund. The neutral 
database administrator must be selected, 
and must construct the database, work 
with industry to populate the database, 
test the functionality of the database, 
and be prepared to support ten-digit 
numbers for Internet-based TRS users by 
December 31, 2008. 

28. In the interest of time, the 
Commission is not referring this issue to 
the North American Numbering Council 
(NANC), as the Commission has for past 
numbering contracts. Rather, the 
Commission delegates authority to the 
Office of the Managing Director 
(Managing Director), with the assistance 
of the Wireline Competition Bureau, the 
Consumer and Governmental Affairs 
Bureau, and the Office of General 
Counsel, to select the neutral 
administrator based on a competitive 
bidding process. 

29. The Commission concludes that: 
(1) The neutral administrator must be a 
non-governmental entity that is 
impartial and is not an affiliate of any 
Internet-based TRS provider; (2) the 
neutral administrator and any affiliate 
may not issue a majority of its debt to, 
nor derive a majority of its revenues 
from, any Internet-based TRS provider; 
and (3) notwithstanding the neutrality 
criteria set forth in (1) and (2) above, the 
neutral administrator may be 
determined to be or not to be subject to 
undue influence by parties with a 
vested interest in the outcome of TRS- 
related numbering administration and 
activities. Any subcontractor that 
performs functions of the neutral 
administrator must also meet these 
neutrality criteria. 

30. Emergency Calling Handling 
Requirement. The Commission stated in 
the Interim Emergency Call Handling 
Order the Commission’s belief that the 
use of a Registered Location process, 
similar to that adopted in the VoIP 911 
Order, constitutes an additional critical 
component of an E911 solution for 
Internet-based TRS providers, so that a 
CA may promptly determine an 
appropriate PSAP, designated statewide 
default answering point, or appropriate 
local emergency authority to call to 
respond to the emergency. Accordingly, 
as the Commission required of all 
interconnected VoIP providers, the 
Commission requires that all Internet- 
based TRS providers obtain or have 
access to consumer location information 
for the purposes of emergency calling 
requirements. The Commission also 
requires all Internet-based TRS 
providers to obtain from their Registered 
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Internet-based TRS users their physical 
location, and the Commission modifies 
the call handling requirements adopted 
in the Interim Emergency Call Handling 
Order to reflect the adoption of a 
Registered Location requirement. 

31. Registered Location Requirement. 
The Commission recognizes that it 
currently is not always technologically 
feasible for providers of Internet-based 
TRS to automatically determine the 
location of their end users without end 
users’ active cooperation. The 
Commission therefore requires each 
provider of Internet-based TRS to obtain 
location information from each of their 
Registered Internet-based TRS users. 
Specifically, providers of Internet-based 
TRS must obtain from each of their 
Registered Internet-based TRS users, 
prior to the initiation of service, the 
physical location at which the service 
will first be utilized. The most recent 
location provided to an Internet-based 
TRS provider by a Registered Internet- 
based TRS user is the ‘‘Registered 
Location.’’ Internet-based TRS providers 
can comply with this requirement 
directly or by utilizing the services of a 
third party. Furthermore, providers of 
Internet-based TRS that can be utilized 
from more than one physical location 
must provide their Registered Internet- 
based TRS users one or more methods 
of updating information regarding the 
Registered Internet-based TRS user’s 
physical location. Although the 
Commission declines to specify any 
particular method, the Commission 
requires that any method utilized allow 
a Registered Internet-based TRS user to 
update his or her Registered Location at 
will and in a timely manner, including 
at least one option that requires use only 
of the CPE necessary to access the 
Internet-based TRS. Further, Internet- 
based TRS providers may not charge 
users to update their Registered 
Location, as this would discourage 
Registered Internet-based TRS users 
from doing so and therefore undermine 
this solution. 

32. The Interim Emergency Call 
Handling Order required Internet-based 
TRS providers to ‘‘request, at the 
beginning of every emergency call, the 
caller’s name and location information.’’ 
Internet-based TRS providers no longer 
are required to request such information 
at the beginning of an emergency call if 
the Internet-based TRS provider has, or 
has access to, a Registered Location for 
the caller. 

33. Routing 911 Calls. The Interim 
Emergency Call Handling Order 
permitted Internet-based TRS providers 
to route 911 calls to PSAPs’ ten-digit 
administrative lines pending adoption 
of a Registered Location requirement. As 

of December 31, 2008, the Commission 
requires that an Internet-based TRS 
provider must transmit all 911 and E911 
calls, as well as a call back number, the 
name of the relay provider, the CA’s 
identification number, and the caller’s 
Registered Location for each call, to the 
PSAP, designated statewide default 
answering point, or appropriate local 
emergency authority that serves the 
caller’s Registered Location and that has 
been designated for telecommunications 
carriers under § 64.3001 of the 
Commission’s rules. These calls must be 
routed through the use of ANI and, if 
necessary, pseudo-ANI, via the 
dedicated Wireline E911 Network, and 
the Registered Location must be 
available from or through the ALI 
Database. 

34. 911 Service Providers. The 
Commission continues to expect that 
Internet-based TRS providers will be 
able to use much of the same 
infrastructure and technology that is 
already in place for the delivery of 911 
and E911 calls by interconnected VoIP 
service providers. The Commission 
recognizes that, because Internet-based 
TRS providers will be able to choose 
from among multiple providers of 911 
related services, in instances in which 
an Internet-based TRS user places an 
emergency call through an Internet- 
based TRS provider other than the 
Internet-based TRS user’s default 
provider, the alternative provider may 
not have access to the Internet-based 
TRS user’s Registered Location 
information. The Commission notes, 
however, that providers must prioritize 
and answer emergency calls in 
accordance with the requirements set 
forth in the Interim Emergency Call 
Handling Order. Further, because of the 
importance of emergency call handling, 
providers must ensure adequate staffing 
of emergency call handling processes so 
that CAs are not required to disconnect 
non-emergency calls in order to process 
emergency calls. In light of these 
requirements and the nature of 
emergency calls, the Commission 
expects that most, if not all, emergency 
calls will be dialed via an Internet-based 
TRS user’s default provider and thus 
will have associated Registered 
Locations. Further, in light of the 
importance of access to emergency 
services for relay users, the Commission 
asks in the accompanying FNPRM 
whether the Commission should take 
other steps in order to ensure that 
emergency calls are handled in an 
appropriate and expeditious manner. 

35. Consumer Outreach and 
Education. Because substantial 
consumer outreach efforts will be 
needed to ensure a seamless transition 

to a ten-digit numbering system and to 
ensure the successful implementation of 
the Registered Location requirement 
adopted herein, the Commission 
requires each Internet-based TRS 
provider, upon the effective date of the 
Report and Order, to include an 
additional advisory on its Web site and 
in any promotional materials addressing 
the new requirements adopted herein. 
At a minimum, the advisory must 
address the following issues: (1) The 
process by which Internet-based TRS 
users may obtain ten-digit telephone 
numbers, including a brief summary of 
the numbering assignment and 
administration processes adopted 
herein; (2) the portability of ten-digit 
telephone numbers assigned to Internet- 
based TRS users; (3) the process by 
which persons using Internet-based 
forms of TRS may submit, update, and 
confirm receipt by the provider of their 
Registered Location information; and (4) 
an explanation emphasizing the 
importance of maintaining accurate, up- 
to-date Registered Location information 
with the user’s default provider in the 
event that the individual places an 
emergency call via an Internet-based 
relay service. The Commission also 
requires Internet-based TRS providers to 
obtain and keep a record of affirmative 
acknowledgement by every user 
assigned a ten-digit telephone number 
of having received and understood the 
advisory described above. 

36. The Commission also directs the 
Consumer and Governmental Affairs 
Bureau to issue a consumer advisory to 
TRS users summarizing the 
requirements and obligations set forth in 
the Report and Order, and to 
disseminate the advisory through the 
Consumer Information Registry. 

37. IP Relay Fraud. Although Internet- 
based relay services have proven to be 
enormously popular with consumers, 
these services (and particularly IP 
Relay) may be more susceptible to 
misuse than other forms of TRS. For 
example, the Commission has received 
complaints and anecdotal evidence that 
persons without a hearing or speech 
disability have misused IP Relay to 
defraud merchants by making purchases 
over the telephone using stolen, fake, or 
otherwise invalid credit cards. See IP 
Relay/VRS FNPRM. This misuse is 
enabled both by Internet-based TRS 
providers’ current difficulty in 
determining with certainty the 
geographic location of their users and by 
IP Relay providers’ inability to 
determine the identity of any particular 
user (because an IP Relay CA only 
receives the text of a user’s message). In 
other words, IP Relay affords the user a 
degree of anonymity that is generally 
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not possible with PSTN-based relay 
calls. This misuse harms both the 
merchants who are victimized and 
legitimate IP Relay users who may no 
longer be able to convince merchants to 
take their calls or accept their orders for 
merchandise. In addition, the misuse of 
IP Relay by hearing callers poses an 
added burden on the Fund—a burden 
ultimately borne by all consumers. The 
Commission believes that registration of 
Internet-based TRS users with a default 
provider and provision of a Registered 
Location should reduce the misuse of IP 
Relay by persons seeking anonymity to 
make fraudulent credit card purchases 
and engage in other wrongdoing. 

38. Cost Recovery Issues. Section 225 
of the Communications Act creates a 
cost recovery regime whereby TRS 
providers are compensated for their 
reasonable costs of providing service in 
compliance with the TRS regulations. 
The Commission has explained that ‘‘for 
purposes of determining the ‘reasonable’ 
costs that may be recovered * * *, the 
costs must relate to the provision of 
service in compliance with the 
applicable non-waived [TRS] mandatory 
minimum standards.’’ Therefore, 
because the Commission now requires 
Internet-based TRS providers to offer 
ten-digit numbering and E911 services, 
providers of these services are entitled 
to recover their reasonable costs of 
complying with the new requirements 
as set forth in the Report and Order. The 
Commission will require that such costs 
be submitted every three months, 
beginning three months after the release 
date of the Report and Order. Costs 
submitted must be for those costs 
actually incurred during the prior three- 
month period. The TRS Fund 
Administrator, and the Commission, 
shall review submitted costs and may 
request supporting documentation to 
verify the expenses claimed, and may 
also disallow unreasonable costs. The 
Commission will permit such filings 
until such time as new compensation 
rates are adopted that include the costs 
of complying with the requirements 
adopted herein, or the Commission 
otherwise re-addresses this issue. 

39. Submitted costs may include 
those additional costs incurred by a 
provider that directly relate to: (1) 
Ensuring that database information is 
properly and timely updated and 
maintained; (2) processing and 
transmitting calls made to ten-digit 
numbers assigned pursuant to the 
Report and Order; (3) routing emergency 
calls to an appropriate PSAP; (4) other 
implementation related tasks directly 
related to facilitating ten-digit 
numbering and emergency call 
handling; and (5) consumer outreach 

and education related to the 
requirements and services adopted in 
the Report and Order. These costs do 
not include, however, costs relating to 
assigning numbers to the Internet-based 
TRS users nor costs relating to number 
portability. Because voice telephone 
users generally bear these costs, the 
Commission seeks comment in the 
FNPRM on whether Internet-based TRS 
users or the Fund should bear these 
costs. The Commission also reminds 
Internet-based TRS providers, however, 
that these costs may not include costs 
related to facilitating non-TRS peer-to- 
peer (or video-to-video) calls. 

40. The Commission authorizes the 
TRS Fund Administrator to pay the 
reasonable costs of providing necessary 
services consistent with the Report and 
Order directly to the database 
administrator rather than funnel the 
funding indirectly through providers. 
Finally, the Commission notes that to 
the extent the costs necessitated by the 
requirements adopted in the Report and 
Order may require an adjustment to the 
Fund size, and therefore the carrier 
contribution factor, the Commission 
expects the TRS Fund Administrator to 
monitor payments made from the Fund 
in connection with the Report and 
Order and to recommend to the 
Commission, if and when appropriate, 
that the Fund size be adjusted. 

41. Timeline and Benchmarks. By the 
Report and Order, the Commission has 
met its commitment to complete a final 
order on a ten-digit numbering plan in 
the second quarter of this year. 
Recognizing that Internet-based TRS 
providers and the neutral third-party 
administrator discussed above will 
require time to implement the Report 
and Order, the Commission requires, 
consistent with the Interim Emergency 
Call Handling Order, that the ten-digit 
numbering plan be implemented such 
that ten-digit numbers are available to 
end users no later than December 31, 
2008. In order to ensure this deadline is 
met, the Commission authorizes the 
Managing Director to include in the 
neutral third-party administration 
contract such benchmarks as are 
necessary to meet the implementation 
deadline. 

42. As a further means of ensuring 
that the Commission’s implementation 
deadline is met, and recognizing that 
detailed implementation issues must be 
finalized prior to the implementation 
deadline, the Commission hereby 
directs the Managing Director to include 
in the neutral third-party administration 
contract the requirement to refer all 
implementation disputes that it is 
unable to resolve in a reasonable time to 
the Chief, Wireline Competition Bureau. 

The Commission further authorizes the 
Managing Director, if so requested by 
the Chief, Wireline Competition Bureau, 
to retain a technical advisor that will 
provide such assistance as the Chief, 
Wireline Competition Bureau, may 
require to resolve such disputes. 

Final Regulatory Flexibility 
Certification 

43. The Regulatory Flexibility Act of 
1980, as amended (RFA), see 5 U.S.C. 
603, requires that a regulatory flexibility 
analysis be prepared for rulemaking 
proceedings, unless the agency certifies 
that ‘‘the rule will not, if promulgated, 
have a significant economic impact on 
a substantial number of small entities.’’ 
5 U.S.C. 605(b). The RFA generally 
defines ‘‘small entity’’ as having the 
same meaning as the terms ‘‘small 
business,’’ ‘‘small organization,’’ and 
‘‘small governmental jurisdiction.’’ 5 
U.S.C. 601(6). In addition, the term 
‘‘small business’’ has the same meaning 
as the term ‘‘small business concern’’ 
under the Small Business Act. 5 U.S.C. 
601(3). A ‘‘small business concern’’ is 
one which: (1) Is independently owned 
and operated; (2) is not dominant in its 
field of operation; and (3) satisfies any 
additional criteria established by the 
Small Business Administration (SBA). 
15 U.S.C. 632. 

44. In the Report and Order, the 
Commission adopts a system for 
assigning ten-digit telephone numbers 
linked to the NANP to persons using 
Internet-based TRS. The Report and 
Order will further the functional 
equivalency of TRS mandated in Title 
IV of the Americans with Disabilities 
Act. The Commission finds that 
utilization of NANP numbers will 
achieve the goal of making Internet- 
based TRS functionally equivalent to 
traditional circuit switched telephony, 
and will provide Internet-based TRS 
users a reliable and consistent means by 
which they may receive calls from voice 
telephone users in the same way that 
voice telephone users are called. 

45. Under the Report and Order, each 
Internet-based TRS provider must 
provide Internet-based TRS users with 
the capability to register with that 
provider as a ‘‘default’’ provider. Upon 
a user’s registration, each provider must 
either facilitate the user’s valid number 
portability request or, if the user does 
not wish to port a number, assign that 
user a geographically appropriate NANP 
telephone number. Each provider also 
must route and deliver all of its 
Registered Internet-based TRS users’ 
inbound and outbound calls unless the 
user chooses to place a call with, or 
receives a call from, an alternate 
provider. Further, the Report and Order 
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requires Internet-based TRS providers to 
obtain from each of their Registered 
Internet-based TRS users, prior to the 
initiation of service, the physical 
location at which the service will first 
be utilized. In addition, providers of 
Internet-based TRS that can be utilized 
from more than one physical location 
must provide the registered user one or 
more methods of updating the user’s 
physical location. As noted in the 
Report and Order, the numbering 
system adopted will enable individuals 
with hearing and speech disabilities 
using Internet-based TRS access to 
emergency services. 

46. Specifically, the Report and Order 
is intended to ensure that emergency 
calls placed by Internet-based TRS users 
will be routed directly and 
automatically to the appropriate 
emergency services authorities by 
Internet-based TRS providers. The 
Commission also requires each Internet- 
based TRS provider to include an 
advisory on its Web site and in any 
promotional materials addressing the 
new requirements adopted in the Report 
and Order. Providers must obtain and 
keep a record of affirmative 
acknowledgement by every user 
assigned a number of having received 
and understood this advisory. The 
Commission also states its belief that 
instituting a numbering system and a 
Registered Location requirement, as 
provided in the Report and Order, will 
reduce the misuse of IP Relay by 
persons seeking to use this service for 
fraudulent purposes. Finally, the Report 
and Order concludes that providers will 
be compensated from the Interstate TRS 
Fund for their reasonable actual costs of 
complying with the new rules adopted 
therein. 

47. To the extent that all Internet- 
based TRS providers, including small 
entities, will be eligible to receive 
compensation from the Interstate TRS 
Fund for their reasonable costs of 
complying with these numbering and 
Registered Location requirements, the 
Commission finds that these 
requirements will not have a significant 
economic impact on a substantial 
number of small entities. Further, the 
Commission believes that allowing 
providers until December 31, 2008, to 
implement the ten-digit numbering plan 
adopted in the Report and Order is a 
reasonable timeframe for both large and 
small providers. The Commission also 
authorizes the Managing Director to 
include in the third-party administrator 
contract the requirement to refer all 
implementation disputes that it is 
unable to resolve in a reasonable time to 
the Chief of the Wireline Competition 
Bureau for resolution, which will ease 

burdens on providers, including small 
entities. For all of these reasons, the 
Commission concludes that these 
measures will not have a significant 
economic impact on a substantial 
number of small entities, because each 
small business will receive financial 
compensation for reasonable costs 
incurred rather than absorb an 
uncompensated financial loss or 
hardship. 

48. With regard to whether a 
substantial number of small entities 
may be affected by the requirements 
adopted in the Report and Order, the 
Commission notes that, of the 11 
providers affected by the Report and 
Order, only three meet the definition of 
a small entity. The SBA has developed 
a small business size standard for Wired 
Telecommunications Carriers, which 
consists of all such firms having 1,500 
or fewer employees. 13 CFR 121.201, 
NAICS code 517110. Currently, eleven 
providers receive compensation from 
the Interstate TRS Fund for providing 
VRS, IP Relay and IP CTS: AT&T Corp.; 
CSDVRS; CAC; GoAmerica; Hamilton 
Relay, Inc.; Hands On; Healinc; Nordia 
Inc.; Snap Telecommunications, Inc; 
Sorenson; and Sprint. Because only 
three of the providers affected by the 
Report and Order are deemed to be 
small entities under the SBA’s small 
business size standard, the Commission 
concludes that the number of small 
entities affected by the Commission’s 
decision in the Report and Order is not 
substantial. Moreover, given that all 
affected providers, including the three 
that are deemed to be small entities 
under the SBA’s standard, will be 
entitled to receive prompt 
reimbursement for their reasonable costs 
of compliance, the Commission 
concludes that the Report and Order 
will not have a significant economic 
impact on these small entities. 

49. Therefore, for all of the reasons 
stated above, the Commission certifies 
that the requirements of the Report and 
Order will not have a significant 
economic impact on a substantial 
number of small entities. 

Congressional Review Act 

The Commission will send a copy of 
the Report and Order in a report to be 
sent to Congress and the Government 
Accountability Office pursuant to the 
Congressional Review Act, see 5 U.S.C. 
801(a)(1)(A). 

Ordering Clauses 

Pursuant to sections 1, 2, 4(i), 4(j), 
225, 251, and 303(r) of the 
Communications Act of 1934, as 
amended, 47 U.S.C. 151, 152, 154(i), 

154(j), 225, 251, and 303(r), the Report 
and Order is adopted. 

Pursuant to sections 1, 2, 4(i), 4(j), 
225, 251, and 303(r) of the 
Communications Act of 1934, as 
amended, 47 U.S.C. 151, 152, 154(i), 
154(j), 225, 251, and 303(r), parts 52 and 
64 of the Commission’s rules, 47 CFR 
parts 52 and 64, are amended. 

The Report and Order shall be 
effective August 18, 2008 and all 
requirements set forth in the Report and 
Order must be implemented by 
December 31, 2008, except for the 
information collections, which require 
approval by OMB under the PRA and 
which shall become effective after the 
Commission publishes a notice in the 
Federal Register announcing such 
approval and the relevant effective 
date(s). 

The Commission’s Consumer and 
Governmental Affairs Bureau, Reference 
Information Center, SHALL SEND a 
copy of the Report and Order, including 
the Final Regulatory Flexibility 
Certification, to the Chief Counsel for 
Advocacy of the Small Business 
Administration. 

List of Subjects in 47 CFR Parts 52 and 
64 

Individuals with disabilities, 
Reporting and recordkeeping 
requirements, Telecommunications. 
Federal Communications Commission. 
William F. Caton, 
Deputy Secretary. 

Rule Changes 

� For the reasons discussed in the 
preamble, the Federal Communications 
Commission amends 47 CFR parts 52 
and 64 to read as follows: 

PART 52—NUMBERING 

� 1. The authority citation for part 52 
continues to read as follows: 

Authority: Secs. 1, 2, 4, 5, 48 Stat. 1066, 
as amended; 47 U.S.C. 151, 152, 154 and 155 
unless otherwise noted. Interpret or apply 
secs. 3, 4, 201–05, 207–09, 218, 225–27, 251– 
52, 271 and 332, 48 Stat. 1070, as amended, 
1077; 47 U.S.C. 153, 154, 201–05, 207–09, 
218, 225–27, 251–52, 271 and 332 unless 
otherwise noted. 

� 2. Section 52.21 is amended by: 
� a. Redesignating paragraphs (o) 
through (s) as paragraphs (q) through 
(u); 
� b. Redesignating paragraphs (i) 
through (n) as paragraphs (j) through (o); 
and 
� c. Adding new paragraphs (i), (p), and 
(v). 

The additions read as follows: 
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§ 52.21 Definitions. 

* * * * * 
(i) The term IP Relay provider means 

an entity that provides IP Relay as 
defined by 47 CFR 64.601. 
* * * * * 

(p) The term Registered Internet-based 
TRS User has the meaning set forth in 
47 CFR 64.601. 
* * * * * 

(v) The term VRS provider means an 
entity that provides VRS as defined by 
47 CFR 64.601. 
* * * * * 
� 3. Section 52.34 is revised to read as 
follows: 

§ 52.34 Obligations regarding local 
number porting to and from interconnected 
VoIP or Internet-based TRS providers. 

(a) An interconnected VoIP or VRS or 
IP Relay provider must facilitate an end- 
user customer’s or a Registered Internet- 
based TRS User’s valid number 
portability request, as it is defined in 
this subpart, either to or from a 
telecommunications carrier or an 
interconnected VoIP or VRS or IP Relay 
provider. ‘‘Facilitate’’ is defined as the 
interconnected VoIP or VRS or IP Relay 
provider’s affirmative legal obligation to 
take all steps necessary to initiate or 
allow a port-in or port-out itself or 
through the telecommunications 
carriers, if any, that it relies on to obtain 
numbering resources, subject to a valid 
port request, without unreasonable 
delay or unreasonable procedures that 
have the effect of delaying or denying 
porting of the NANP-based telephone 
number. 

(b) An interconnected VoIP or VRS or 
IP Relay provider may not enter into any 
agreement that would prohibit an end- 
user customer or a Registered Internet- 
based TRS User from porting between 
interconnected VoIP or VRS or IP Relay 
providers, or to or from a 
telecommunications carrier. 

PART 64—MISCELLANEOUS RULES 
RELATING TO COMMON CARRIERS 

� 4. The authority citation for part 64 
continues to read as follows: 

Authority: 47 U.S.C. 154, 254(k); secs. 
403(b)(2)(B), (c), Public Law 104–104, 110 
Stat. 56. Interpret or apply 47 U.S.C. 201, 
218, 222, 225, 226, 228, and 254(k) unless 
otherwise noted. 
� 5. Section 64.601 is amended by: 
� a. Redesignating paragraphs (a)(18) 
and (a)(19) as (a)(26) and (a)(27); 
� b. Redesignating paragraphs (a)(13) 
through (a)(17) as paragraphs (a)(19) 
through (a)(23); 
� c. Removing paragraph (a)(12); 
� d. Redesignating paragraph (a)(11) as 
paragraph (a)(16); 

� e. Redesignating paragraph (a)(10) as 
paragraph (a)(14); 
� f. Redesignating paragraphs (a)(3) 
through (a)(9) as paragraphs (a)(4) 
through (a)(10); and 
� g. Revising paragraph (a) introductory 
text and adding new paragraphs (a)(3), 
(a)(11) through (a)(13), (a)(15), (a)(17), 
(a)(18), (a)(24), and (a)(25). 

The revisions and additions read as 
follows: 

§ 64.601 Definitions and provisions of 
general applicability. 

* * * * * 
(a) For purposes of this subpart, the 

terms Public Safety Answering Point 
(PSAP), statewide default answering 
point, and appropriate local emergency 
authority are defined in 47 CFR 64.3000; 
the terms pseudo-ANI and Wireline 
E911 Network are defined in 47 CFR 9.3; 
the term affiliate is defined in 47 CFR 
52.12(a)(1)(i), and the terms majority 
and debt are defined in 47 CFR 
52.12(a)(1)(ii). 
* * * * * 

(3) ANI. For 911 systems, the 
Automatic Number Identification (ANI) 
identifies the calling party and may be 
used as the callback number. 
* * * * * 

(11) Internet-based TRS. A 
telecommunications relay service (TRS) 
in which an individual with a hearing 
or a speech disability connects to a TRS 
communications assistant using an 
Internet Protocol-enabled device via the 
Internet, rather than the public switched 
telephone network. Internet-based TRS 
does not include the use of a text 
telephone (TTY) over an interconnected 
voice over Internet Protocol service. 

(12) Internet Protocol Captioned 
Telephone Service (IP CTS). A 
telecommunications relay service that 
permits an individual who can speak 
but who has difficulty hearing over the 
telephone to use a telephone and an 
Internet Protocol-enabled device via the 
Internet to simultaneously listen to the 
other party and read captions of what 
the other party is saying. With IP CTS, 
the connection carrying the captions 
between the relay service provider and 
the relay service user is via the Internet, 
rather than the public switched 
telephone network. 

(13) Internet Protocol Relay Service 
(IP Relay). A telecommunications relay 
service that permits an individual with 
a hearing or a speech disability to 
communicate in text using an Internet 
Protocol-enabled device via the Internet, 
rather than using a text telephone (TTY) 
and the public switched telephone 
network. 
* * * * * 

(15) Numbering Partner. Any entity 
with which an Internet-based TRS 
provider has entered into a commercial 
arrangement to obtain North American 
Numbering Plan telephone numbers. 
* * * * * 

(17) Registered Location. The most 
recent information obtained by a VRS or 
IP Relay provider that identifies the 
physical location of an end user. 

(18) Registered Internet-based TRS 
User. An individual that has registered 
with a VRS or IP Relay provider as 
described in § 64.611 of this chapter. 
* * * * * 

(24) TRS Numbering Administrator. 
The neutral administrator of the TRS 
Numbering Directory selected based on 
a competitive bidding process. 

(25) TRS Numbering Directory. The 
database administered by the TRS 
Numbering Administrator, the purpose 
of which is to map each Registered 
Internet-based TRS User’s NANP 
telephone number to his or her end 
device. 
* * * * * 
� 6. Section 64.605 is revised to read as 
follows: 

§ 64.605 Emergency Calling Requirements. 
(a) Additional Emergency Calling 

Requirements Applicable to Internet- 
based TRS Providers. 

(1) As of December 31, 2008, the 
requirements of paragraphs (a)(2)(i) and 
(a)(2)(iv) of this section shall not apply 
to providers of VRS and IP Relay. 

(2) Each provider of Internet-based 
TRS shall: 

(i) Accept and handle emergency calls 
and access, either directly or via a third 
party, a commercially available database 
that will allow the provider to 
determine an appropriate PSAP, 
designated statewide default answering 
point, or appropriate local emergency 
authority that corresponds to the caller’s 
location, and to relay the call to that 
entity; 

(ii) Implement a system that ensures 
that the provider answers an incoming 
emergency call before other non- 
emergency calls (i.e., prioritize 
emergency calls and move them to the 
top of the queue); 

(iii) Request, at the beginning of each 
emergency call, the caller’s name and 
location information, unless the 
Internet-based TRS provider already 
has, or has access to, a Registered 
Location for the caller; 

(iv) Deliver to the PSAP, designated 
statewide default answering point, or 
appropriate local emergency authority, 
at the outset of the outbound leg of an 
emergency call, at a minimum, the name 
of the relay user and location of the 
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emergency, as well as the name of the 
relay provider, the CA’s callback 
number, and the CA’s identification 
number, thereby enabling the PSAP, 
designated statewide default answering 
point, or appropriate local emergency 
authority to re-establish contact with the 
CA in the event the call is disconnected; 

(v) In the event one or both legs of an 
emergency call are disconnected (i.e., 
either the call between the TRS user and 
the CA, or the outbound voice telephone 
call between the CA and the PSAP, 
designated statewide default answering 
point, or appropriate local emergency 
authority), immediately re-establish 
contact with the TRS user and/or the 
appropriate PSAP, designated statewide 
default answering point, or appropriate 
local emergency authority and resume 
handling the call; and 

(vi) Ensure that information obtained 
as a result of this section is limited to 
that needed to facilitate 911 services, is 
made available only to emergency call 
handlers and emergency response or 
law enforcement personnel, and is used 
for the sole purpose of ascertaining a 
user’s location in an emergency 
situation or for other emergency or law 
enforcement purposes. 

(b) E911 Service for VRS and IP Relay. 
(1) Scope. The following requirements 

are only applicable to providers of VRS 
or IP Relay. Further, the following 
requirements apply only to 911 calls 
placed by users whose Registered 
Location is in a geographic area served 
by a Wireline E911 Network. 

(2) E911 Service. As of December 31, 
2008: 

(i) VRS or IP Relay providers must, as 
a condition of providing service to a 
user, provide that user with E911 
service as described in this section; 

(ii) VRS or IP Relay providers must 
transmit all 911 calls, as well as ANI, 
the caller’s Registered Location, the 
name of the VRS or IP Relay provider, 
and the CA’s identification number for 
each call, to the PSAP, designated 
statewide default answering point, or 
appropriate local emergency authority 
that serves the caller’s Registered 
Location and that has been designated 
for telecommunications carriers 
pursuant to § 64.3001 of this chapter, 
provided that ‘‘all 911 calls’’ is defined 
as ‘‘any communication initiated by an 
VRS or IP Relay user dialing 911’’; 

(iii) All 911 calls must be routed 
through the use of ANI and, if 
necessary, pseudo-ANI, via the 
dedicated Wireline E911 Network; and 

(iv) The Registered Location, the 
name of the VRS or IP Relay provider, 
and the CA’s identification number 
must be available to the appropriate 
PSAP, designated statewide default 

answering point, or appropriate local 
emergency authority from or through 
the appropriate automatic location 
information (ALI) database. 

(3) Service Level Obligation. 
Notwithstanding the provisions in 
paragraph (b)(2) of this section, if a 
PSAP, designated statewide default 
answering point, or appropriate local 
emergency authority is not capable of 
receiving and processing either ANI or 
location information, a VRS or IP Relay 
provider need not provide such ANI or 
location information; however, nothing 
in this paragraph affects the obligation 
under paragraph (c) of this section of a 
VRS or IP Relay provider to transmit via 
the Wireline E911 Network all 911 calls 
to the PSAP, designated statewide 
default answering point, or appropriate 
local emergency authority that serves 
the caller’s Registered Location and that 
has been designated for 
telecommunications carriers pursuant to 
§ 64.3001 of this chapter. 

(4) Registered Location Requirement. 
As of December 31, 2008, VRS and IP 
Relay providers must: 

(i) Obtain from each Registered 
Internet-based TRS User, prior to the 
initiation of service, the physical 
location at which the service will first 
be utilized; and 

(ii) If the VRS or IP Relay is capable 
of being used from more than one 
location, provide their Registered 
Internet-based TRS Users one or more 
methods of updating their Registered 
Location, including at least one option 
that requires use only of the CPE 
necessary to access the VRS or IP Relay. 
Any method utilized must allow a 
Registered Internet-based TRS User to 
update the Registered Location at will 
and in a timely manner. 
� 7. Section 64.611 is added to read as 
follows: 

§ 64.611 Internet-Based TRS Registration. 

(a) Default Provider Registration. 
Every provider of VRS or IP Relay must, 
no later than December 31, 2008, 
provide users with the capability to 
register with that VRS or IP Relay 
provider as a ‘‘default provider.’’ Upon 
a user’s registration, the VRS or IP Relay 
provider shall: 

(1) Either: 
(i) Facilitate the user’s valid number 

portability request as set forth in 47 CFR 
52.34; or, if the user does not wish to 
port a number, 

(ii) Assign that user a geographically 
appropriate North American Numbering 
Plan telephone number; and 

(2) Route and deliver all of that user’s 
inbound and outbound calls unless the 
user chooses to place a call with, or 

receives a call from, an alternate 
provider. 

(b) Mandatory Registration of New 
Users. As of December 31, 2008, VRS 
and IP Relay providers must, prior to 
the initiation of service for an 
individual that has not previously 
utilized VRS or IP Relay, register that 
new user as described in paragraph (a) 
of this section. 

(c) Obligations of Default Providers 
and Former Default Providers. 

(1) Default providers must: 
(i) Obtain current routing information, 

including IP addresses or domain names 
and user names, from their Registered 
Internet-based TRS Users; 

(ii) Provision such information to the 
TRS Numbering Directory; and 

(iii) Maintain such information in 
their internal databases and in the TRS 
Numbering Directory. 

(2) Internet-based TRS providers (and, 
to the extent necessary, their Numbering 
Partners) must: 

(i) Take such steps as are necessary to 
cease acquiring routing information 
from any VRS or IP Relay user that ports 
his or her number to another VRS or IP 
Relay provider or otherwise selects a 
new default provider; 

(ii) Communicate among themselves 
as necessary to ensure that: 

(A) Only the default provider 
provisions routing information to the 
central database; and 

(B) VRS and IP Relay providers other 
than the default provider are aware that 
they must query the TRS Numbering 
Directory in order to obtain accurate 
routing information for a particular user 
of VRS or IP Relay. 

(d) Proxy Numbers. After December 
31, 2008, a VRS or IP Relay provider: 

(1) May not assign or issue a proxy or 
alias for a NANP telephone number to 
any user; and 

(2) Must cease to use any proxy or 
alias for a NANP telephone number 
assigned or issued to any Registered 
Internet-based TRS User. 

(e) CPE. 
(1) Every VRS or IP Relay provider 

must ensure that all CPE they have 
issued, leased, or otherwise provided to 
VRS or IP Relay users delivers routing 
information or other information only to 
the user’s default provider, except as is 
necessary to complete or receive ‘‘dial 
around’’ calls on a case-by-case basis. 

(2) All CPE issued, leased, or 
otherwise provided to VRS or IP Relay 
users by Internet-based TRS providers 
must be capable of facilitating the 
requirements of this section. 

(f) User Notification. Every VRS or IP 
Relay provider must include an 
advisory on its website and in any 
promotional materials addressing 
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numbering or E911 services for VRS or 
IP Relay. 

(1) At a minimum, the advisory must 
address the following issues: 

(i) The process by which VRS or IP 
Relay users may obtain ten-digit 
telephone numbers, including a brief 
summary of the numbering assignment 
and administration processes adopted 
herein; 

(ii) The portability of ten-digit 
telephone numbers assigned to VRS or 
IP Relay users; 

(iii) The process by which persons 
using VRS or IP Relay may submit, 
update, and confirm receipt by the 
provider of their Registered Location 
information; and 

(iv) An explanation emphasizing the 
importance of maintaining accurate, up- 
to-date Registered Location information 
with the user’s default provider in the 
event that the individual places an 
emergency call via an Internet-based 
relay service. 

(2) VRS and IP Relay providers must 
obtain and keep a record of affirmative 
acknowledgment by every Registered 
Internet-based TRS User of having 
received and understood the advisory 
described in this subsection. 
� 8. Section 64.613 is added to read as 
follows: 

§ 64.613 Numbering Directory for Internet- 
based TRS Users. 

(a) TRS Numbering Directory. 
(1) The TRS Numbering Directory 

shall contain records mapping the 
NANP telephone number of each 
Registered Internet-based TRS User to a 
unique Uniform Resource Identifier 
(URI). 

(2) For each record associated with a 
VRS user, the URI shall contain the 
user’s Internet Protocol (IP) address. For 
each record associated with an IP Relay 
user, the URI shall contain the user’s 
user name and domain name that can be 
subsequently resolved to reach the user. 

(3) Only the TRS Numbering 
Administrator and Internet-based TRS 
providers may access the TRS 
Numbering Directory. 

(b) Administration—(1) Neutrality. (i) 
The TRS Numbering Administrator 
shall be a non-governmental entity that 
is impartial and not an affiliate of any 
Internet-based TRS provider. 

(ii) Neither the TRS Numbering 
Administrator nor any affiliate may 
issue a majority of its debt to, nor derive 
a majority of its revenues from, any 
Internet-based TRS provider. 

(iii) Nor may the TRS Numbering 
Administrator nor any affiliate be 
unduly influenced, as determined by 
the North American Numbering 
Council, by parties with a vested 

interest in the outcome of TRS-related 
numbering administration and 
activities. 

(iv) Any subcontractor that performs 
any function of the TRS Numbering 
Administrator must also meet these 
neutrality criteria. 

(2) Terms of Administration. The TRS 
Numbering Administrator shall 
administer the TRS Numbering 
Directory pursuant to the terms of its 
contract. 

(3) Compensation. The TRS Fund, as 
defined by 47 CFR 64.604(a)(5)(iii), may 
compensate the TRS Numbering 
Administrator for the reasonable costs of 
administration pursuant to the terms of 
its contract. 

[FR Doc. E8–16260 Filed 7–17–08; 8:45 am] 
BILLING CODE 6712–01–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Part 665 

[Docket No. 071211828–8826–03] 

RIN 0648–AU22 

Fisheries in the Western Pacific; 
Bottomfish and Seamount Groundfish; 
Permit and Reporting Requirements in 
the Main Hawaiian Islands 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Final rule; effectiveness of 
collection-of-information requirements. 

SUMMARY: NMFS announces approval by 
the Office of Management and Budget 
(OMB) of collection-of-information 
requirements contained in regulations 
implementing Amendment 14 to the 
Fishery Management Plan for the 
Bottomfish and Seamount Groundfish 
Fisheries of the Western Pacific Region. 
The intent of this final rule is to inform 
the public that the associated permitting 
and reporting requirements have been 
approved by OMB. 
DATES: The amendments to 
§§ 665.13(f)(2) and (g), 665.14(a), and 
665.61(a), published at 73 FR 18450 
(April 4, 2008) have been approved by 
OMB and are effective on August 18, 
2008. 

ADDRESSES: Written comments 
regarding the burden-hour estimates or 
other aspects of the collection-of- 
information requirements contained in 
this final rule may be submitted to 
William L. Robinson, Administrator, 

NMFS Pacific Islands Region (PIR), 1601 
Kapiolani Boulevard, Suite 1110, 
Honolulu, HI 96814–4700, and to David 
Rostker, OMB, by e-mail to 
David_Rostker@omb.eop.gov, or fax to 
202–395–7285. 
FOR FURTHER INFORMATION CONTACT: Bob 
Harman, NMFS PIR, 808–944–2271. 
SUPPLEMENTARY INFORMATION: 

Electronic Access 
This Federal Register document is 

also accessible at the Office of the 
Federal Register: www.gpoaccess.gov/ 
fr/. 

Background 
A final rule for Amendment 14 was 

published in the Federal Register on 
April 4, 2008 (73 FR 18450), and the 
requirements of that final rule, other 
than the collection-of-information 
requirements, were effective on April 1, 
2008. Because OMB approval of the 
collection-of-information requirements 
had not been received by the date that 
final rule was published, the effective 
date of the associated permitting and 
reporting requirements in that rule was 
delayed. OMB approved the collection- 
of-information requirements contained 
in the final rule on July 3, 2008. 
Accordingly, this final rule makes 
effective the collection-of-information 
requirements at §§ 665.13, 665.14, and 
665.61, which were amended in the 
April 4, 2008, final rule. 

Classification 
This final rule has been determined to 

be not significant for purposes of 
Executive Order 12866. 

Notwithstanding any other provision 
of the law, no person is required to 
respond to, and no person shall be 
subject to penalty for failure to comply 
with, a collection of information subject 
to the requirements of the Paperwork 
Reduction Act (PRA), unless that 
collection of information displays a 
currently valid OMB control number. 

This final rule contains new 
collection-of-information requirements 
subject to the PRA under OMB Control 
Number 0648–0577. The public 
reporting burden for these requirements 
is estimated to be 20 minutes for a new 
permit application, two (2) hours for a 
permit appeal, and 20 minutes for 
completing a fishing logbook each day. 
These estimates include time for 
reviewing instructions, searching 
existing data sources, gathering and 
maintaining the data needed, and 
completing and reviewing the collection 
of information. Send comments 
regarding these burden estimates or any 
other aspect of this data collection, 
including suggestions for reducing the 
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burden, to William L. Robinson (see 
ADDRESSES), or by e-mail to 
David_Rostker@omb.eop.gov, or fax to 
202–395–7285. 

Authority: 16 U.S.C. 1801 et seq. Dated: July 15, 2008. 
Samuel D. Rauch III, 
Deputy Assistant Administrator For 
Regulatory Programs, National Marine 
Fisheries Service. 
[FR Doc. E8–16488 Filed 7–17–08; 8:45 am] 
BILLING CODE 3510–22–S 
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

Proposed Rules Federal Register

41298 

Vol. 73, No. 139 

Friday, July 18, 2008 

DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

7 CFR Part 983 

[Docket No. AO–FV–08–0147; AMS–FV–08– 
0051; FV08–983–1] 

Pistachios Grown in California; 
Hearing on Proposed Amendment of 
Marketing Order No. 983 

AGENCY: Agricultural Marketing Service, 
USDA. 
ACTION: Notice of hearing on proposed 
rulemaking. 

SUMMARY: Notice is hereby given of a 
public hearing to receive evidence on 
proposed amendments to Marketing 
Order No. 983 (order), which regulates 
the handling of pistachios grown in 
California. The amendments are 
proposed by the Administrative 
Committee for Pistachios (Committee), 
which is responsible for local 
administration of the order. The 
proposed amendments would: Expand 
the production area covered under the 
order to include Arizona and New 
Mexico in addition to California; 
authorize the Committee to reimburse 
handlers for a portion of their 
inspection and certification costs in 
certain situations; authorize the 
Committee to recommend research 
projects; modify existing order 
authorities concerning aflatoxin and 
quality regulations; modify the authority 
for interhandler transfers of order 
obligations; redesignate several sections 
of the order; remove previously 
suspended order provisions, and make 
other related changes. 

In addition, the Agricultural 
Marketing Service (AMS) proposes to 
make any such additional changes as 
may be necessary to the order to 
conform to any amendment that may 
result from the hearing. The proposals 
are intended to improve the operation 
and functioning of the marketing order 
program. 
DATES: The hearing will be held on July 
29, 2008, in Fresno, California, 

beginning at 8:30 a.m. and ending at 
4:30 p.m. The hearing will continue, if 
necessary, on July 30, 2008, at 8:30 a.m. 
ADDRESSES: The hearing location is: 
Fresno County Farm Bureau, 1247 West 
Hedges Avenue, Fresno, CA 93728, 
Telephone: (559) 237–0263. 
FOR FURTHER INFORMATION CONTACT: 
Martin Engeler, Marketing Order 
Administration Branch, Fruit and 
Vegetable Programs, AMS, USDA, 2202 
Monterey Street, Suite 102–B, Fresno, 
California 93721; Telephone: (559) 487– 
5110, Fax: (559) 487–5906, or e-mail: 
Martin.Engeler@usda.gov; or Kathleen 
M. Finn, Marketing Order 
Administration Branch, Fruit and 
Vegetable Programs, AMS, USDA, 1400 
Independence Avenue, SW., Stop 0237, 
Washington, DC 20250–0237; 
Telephone: (202) 720–2491, Fax: (202) 
720–8938, or e-mail: 
Kathy.Finn@usda.gov. 

Small businesses may request 
information on this proceeding by 
contacting Jay Guerber, Marketing Order 
Administration Branch, Fruit and 
Vegetable Programs, AMS, USDA, 1400 
Independence Avenue, SW., Stop 0237, 
Washington, DC 20250–0237; 
Telephone: (202) 720–2491, Fax: (202) 
720–8938, or e-mail: 
Jay.Guerber@usda.gov. 
SUPPLEMENTARY INFORMATION: This 
administrative action is instituted 
pursuant to the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U.S.C. 601–674), hereinafter referred to 
as the ‘‘Act.’’ This action is governed by 
the provisions of sections 556 and 557 
of title 5 of the United States Code and, 
therefore, is excluded from the 
requirements of Executive Order 12866. 

The Regulatory Flexibility Act (5 
U.S.C. 601–612) seeks to ensure that 
within the statutory authority of a 
program, the regulatory and 
informational requirements are tailored 
to the size and nature of small 
businesses. Interested persons are 
invited to present evidence at the 
hearing on the possible regulatory and 
informational impacts of the proposals 
on small businesses. 

The amendments proposed herein 
have been reviewed under Executive 
Order 12988, Civil Justice Reform. They 
are not intended to have retroactive 
effect. If adopted, the proposed 
amendments would not preempt any 
State or local laws, regulations, or 
policies, unless they present an 

irreconcilable conflict with the 
proposals. 

The Act provides that administrative 
proceedings must be exhausted before 
parties may file suit in court. Under 
section 608c(15)(A) of the Act, any 
handler subject to an order may file 
with USDA a petition stating that the 
order, any provision of the order, or any 
obligation imposed in connection with 
the order is not in accordance with law 
and request a modification of the order 
or to be exempted therefrom. A handler 
is afforded the opportunity for a hearing 
on the petition. The Act provides that 
the district court of the United States in 
any district in which the handler is an 
inhabitant, or has his or her principal 
place of business, has jurisdiction to 
review the USDA’s ruling on the 
petition, provided an action is filed not 
later than 20 days after the date of the 
entry of the ruling. 

The hearing is called pursuant to the 
provisions of the Act and the applicable 
rules of practice and procedure 
governing the formulation of marketing 
agreements and orders (7 CFR part 900). 

The proposed amendments were 
recommended by the Committee and 
submitted to USDA on June 10, 2008. 
After reviewing the proposals and other 
information submitted by the 
Committee, USDA made a 
determination to schedule this matter 
for hearing. 

The proposed amendments include 
addition of new sections to the order 
which would result in numerical 
redesignation of several sections of the 
order. The proposed amendments 
recommended by the Committee are 
summarized below. 

1. Amend the order to expand the 
production area to include the States of 
Arizona and New Mexico. The 
production area covered under the order 
is currently limited to the State of 
California. This proposal would revise 
existing § 983.26, Production area, and 
redesignate it as § 983.25. It would also 
result in conforming changes being 
made to existing § 983.11, Districts; 
§ 983.21, Part and subpart; and existing 
§ 983.32, Establishment and 
membership. Existing sections 983.21 
and 983.32 would also be redesignated 
as § 983.20 and § 983.41, respectively. 

2. Amend the order to authorize the 
Committee to reimburse handlers for 
travel and shipping costs related to 
aflatoxin inspection, under certain 
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circumstances. This proposal would 
amend existing § 983.44, Inspection, 
certification and identification, and 
redesignate it as § 983.56. 

3. Amend the order to add a new 
§ 983.46, Research, that would authorize 
the Committee to engage in research 
projects with the approval of USDA. 
This proposed amendment would also 
require conforming changes to existing 
§ 983.34, Procedure, to establish voting 
requirements for Committee 
recommendations concerning research. 
It would also require conforming 
changes to existing § 983.46, 
Modification or suspension of 
regulations, and § 983.54, Contributions. 
The existing § 983.34, § 983.46, and 
§ 983.54 would also be redesignated as 
§ 983.43, § 983.59, and § 983.72, 
respectively. 

4. This proposal would amend the 
order to provide broad authority for 
aflatoxin regulations by revising existing 
§ 983.38, Aflatoxin levels, and 
redesignating it as § 983.50. This 
proposal would also require conforming 
changes to existing § 983.40, and 
redesignating that section as § 983.52. It 
would also require conforming changes 
to § 983.1, Accredited laboratory. 

5. This proposal would amend the 
order to provide broad authority for 
quality regulations by revising existing 
§ 983.39, Minimum quality levels, and 
redesignating it as § 983.51. It would 
also remove provisions from that section 
concerning specific quality regulations 
that are currently suspended. This 
amendment would also require 
conforming changes by removing 
currently suspended language in 
§ 983.6, Assessed weight; revising 
§ 983.7, Certified pistachios; removing 
existing § 982.19, Minimum quality 
requirements and § 983.20, Minimum 
quality certificate; revising existing 
§ 983.31, Shelled pistachios; revising 
existing § 983.41, Testing of minimal 
quantities, and removing currently 
suspended language in that section; 
revising existing § 983.42, Commingling; 
and revising existing § 983.45, 
Substandard pistachios. Sections 
983.31, 983.41, 983.42, and 983.45 
would be redesignated as sections 
983.30, 983.53, 983.54, and 983.57, 
respectively. 

6. This proposal would also amend 
the order to add a new § 983.58, 
Interhandler Transfers. This proposal 
would modify existing authority under 
the order by expanding the range of 
marketing order obligations that may be 
transferred between handlers when 
pistachios are transferred between 
handlers. This proposal would require a 
conforming change to existing § 983.53, 

Assessments, and would redesignate 
§ 983.53 as § 983.71. 

7. As a result of the proposed 
amendments and conforming changes to 
the order summarized above, numerous 
administrative changes to the order 
would also be required. Such changes 
include numerical redesignations to 
several sections of the order, changes to 
cross references of section numbers in 
regulatory text as a result of the 
numerical redesignations, and removal 
of obsolete provisions. In addition, a 
change would be made to amend 
existing § 983.70 and redesignate it as 
§ 983.92. 

In addition to the proposed 
amendments to the order, AMS 
proposes to make any such additional 
changes as may be necessary to the 
order to conform to any amendment that 
may result from the hearing. 

The public hearing is held for the 
purpose of: (i) Receiving evidence about 
the economic and marketing conditions 
which relate to the proposed 
amendments of the order; (ii) 
determining whether there is a need for 
the proposed amendments to the order; 
and (iii) determining whether the 
proposed amendments or appropriate 
modifications thereof will tend to 
effectuate the declared policy of the Act. 

Testimony is invited at the hearing on 
all the proposals and recommendations 
contained in this notice, as well as any 
appropriate modifications or 
alternatives. 

All persons wishing to submit written 
material as evidence at the hearing 
should be prepared to submit four 
copies of such material at the hearing 
and should have prepared testimony 
available for presentation at the hearing. 

From the time the notice of hearing is 
issued and until the issuance of a final 
decision in this proceeding, USDA 
employees involved in the decisional 
process are prohibited from discussing 
the merits of the hearing issues on an ex 
parte basis with any person having an 
interest in the proceeding. The 
prohibition applies to employees in the 
following organizational units: Office of 
the Secretary of Agriculture; Office of 
the Administrator, AMS; Office of the 
General Counsel, except any designated 
employee of the General Counsel 
assigned to represent the Committee in 
this proceeding; and the Fruit and 
Vegetable Programs, AMS. 

Procedural matters are not subject to 
the above prohibition and may be 
discussed at any time. 

List of Subjects in 7 CFR Part 983 
Pistachios, Marketing agreements and 

orders, Reporting and recordkeeping 
requirements. 

PART 983—PISTACHIOS GROWN IN 
CALIFORNIA 

1. The authority citation for 7 CFR 
part 983 continues to read as follows: 

Authority: 7 U.S.C. 601–674. 

2. Testimony is invited on the 
following proposals or appropriate 
alternatives or modifications to such 
proposals. 

Proposals submitted by the 
Administrative Committee for 
Pistachios: 

Proposal Number 1 

3. Revise § 983.11 (a) by adding a 
paragraph (4) following paragraph (3): 

§ 983.11 Districts. 

(a) * * * 
(4) District 4 consists of the States of 

Arizona and New Mexico. 
* * * * * 

4. In § 983.20, lift the suspension of 
December 10, 2007, remove § 983.20, 
redesignate existing § 983.21 as 
§ 983.20, and revise it to read as follows: 

§ 983.20 Part and subpart. 

Part means the order regulating the 
handling of pistachios grown in the 
States of California, Arizona and New 
Mexico, and all the rules, regulations 
and supplementary orders issued 
thereunder. The aforesaid order 
regulating the handling of pistachios 
grown in California, Arizona and New 
Mexico shall be a subpart of such part. 

5. Redesignate § 983.26 as § 983.25 
and revise it to read as follows: 

§ 983.25 Production area. 

Production Area means the States of 
California, Arizona, and New Mexico. 

6. Redesignate § 983.32 as § 983.41, 
remove the words ‘‘eleven (11)’’ from 
the introductory paragraph and add in 
their place the words ‘‘twelve (12),’’ and 
revise paragraph (b) to read as follows: 

§ 983.41 Establishment and membership. 

(a) * * * 
(b) Producers. Nine members shall 

represent producers. Producers within 
the respective districts shall nominate 
four producers from District 1, three 
producers from District 2, one producer 
from District 3, and one producer from 
District 4. The Secretary, upon 
recommendation of the committee, may 
reapportion producer representation 
among the districts to ensure proper 
representation. 
* * * * * 

Proposal Number 2 

7. Redesignate § 983.44 as § 983.56 
and revise it to read as follows: 
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§ 983.56 Inspection, certification and 
identification. 

Upon recommendation of the 
committee and approval of the 
Secretary, all pistachios that are 
required to be inspected and certified in 
accordance with this part, shall be 
identified by appropriate seals, stamps, 
tags, or other identification to be affixed 
to the containers by the handler. All 
inspections shall be at the expense of 
the handler, Provided, That for handlers 
making shipments from facilities 
located in an area where inspection 
costs for inspector travel and shipment 
of samples for aflatoxin testing would 
otherwise exceed the average of those 
same inspection costs for comparable 
handling operations located in Districts 
1 and 2, such handlers may be 
compensated by the committee for the 
difference between their respective 
inspection costs and such average, or as 
otherwise recommended by the 
committee and approved by the 
Secretary. 

Proposal Number 3 
8. Redesignate § 983.34 as § 983.43 

and revise paragraph (a) to read as 
follows: 

§ 983.43 Procedure. 
(a) Quorum. A quorum of the 

committee shall be any seven voting 
committee members. The vote of a 
majority of members present at a 
meeting at which there is a quorum 
shall constitute the act of the committee: 
Provided, That actions of the committee 
with respect to the following issues 
shall require twelve (12) concurring 
votes of the voting members regarding 
any recommendation to the Secretary 
for adoption or change in: 

(1) Quality levels; 
(2) Aflatoxin levels; 
(3) Research under § 983.46; and 

Provided further, That actions of the 
committee with respect to the following 
issues shall require eight (8) concurring 
votes of the voting members regarding 
recommendation to the Secretary for 
adoption or change in: 

(4) Inspection programs; 
(5) The establishment of the 

committee. 
* * * * * 

9. Redesignate existing § 983.46 as 
§ 983.59, add a new § 983.46, and revise 
§ 983.59 to read as follows: 

§ 983.46 Research. 
The committee, with the approval of 

the Secretary, may establish or provide 
for the establishment of projects 
involving research designed to assist or 
improve the efficient production and 
postharvest handling of quality 

pistachios. The committee, with the 
approval of the Secretary, may also 
establish or provide for the 
establishment of projects designed to 
determine the effects of pistachio 
consumption on human health and 
nutrition. Pursuant to § 983.43(a), such 
research projects may only be 
established with 12 concurring votes of 
the voting members of the committee. 
The expenses of such projects shall be 
paid from funds collected pursuant to 
§§ 983.71 and 983.72. 
* * * * * 

§ 983.59 Modification or suspension of 
regulations. 

(a) In the event that the committee, at 
any time, finds that by reason of 
changed conditions, any regulations 
issued pursuant to §§ 983.50 through 
983.58 should be modified or 
suspended, it shall, pursuant to 
§ 983.43, so recommend to the 
Secretary. 

(b) Whenever the Secretary finds from 
the recommendations and information 
submitted by the committee or from 
other available information, that a 
regulation should be modified, 
suspended, or terminated with respect 
to any or all shipments of pistachios in 
order to effectuate the declared policy of 
the Act, the Secretary shall modify or 
suspend such provisions. If the 
Secretary finds that a regulation 
obstructs or does not tend to effectuate 
the declared policy of the Act, the 
Secretary shall suspend or terminate 
such regulation. 

(c) The committee, with the approval 
of the Secretary, may issue rules and 
regulations implementing §§ 983.50 
through 983.58. 

10. Redesignate § 983.54 as § 983.72 
and revise it to read as follows: 

§ 983.72 Contributions. 
The committee may accept voluntary 

contributions but these shall only be 
used to pay for committee expenses 
unless specified in support of research 
under § 983.46. Furthermore, research 
contributions shall be free of additional 
encumbrances by the donor and the 
committee shall retain complete control 
of their use. 

Proposal Number 4 

11. In § 983.1, remove the words ‘‘for 
testing aflatoxin.’’ 

12. In § 983.38, lift the suspension of 
December 10, 2007, redesignate § 983.38 
as § 983.50, and revise it to read as 
follows: 

§ 983.50 Aflatoxin regulations. 
The committee shall establish, with 

the approval of the Secretary, such 

aflatoxin sampling, analysis, and 
inspection requirements applicable to 
pistachios to be shipped for domestic 
human consumption as will contribute 
to orderly marketing or be in the public 
interest. No handler shall ship, for 
human consumption, pistachios that 
exceed an aflatoxin level established by 
the committee and approved by the 
Secretary. All domestic shipments must 
be covered by an aflatoxin inspection 
certificate. 

13. In § 983.40, lift the suspension of 
December 10, 2007, redesignate § 983.40 
as § 983.52, and revise it to read as 
follows: 

§ 983.52 Failed lots/rework procedure. 
(a) Substandard pistachios. Each lot 

of substandard pistachios may be 
reworked to meet aflatoxin or quality 
requirements. The committee shall 
designate, with the Secretary’s approval, 
appropriate rework procedures. 

(b) Failed lot reporting. If a lot fails to 
meet the aflatoxin and/or the quality 
requirements of this part, a failed lot 
notification report shall be completed 
and sent to the committee within 10 
working days of the test failure. This 
form must be completed and submitted 
to the committee each time a lot fails 
either aflatoxin or quality testing. The 
accredited laboratories shall send the 
failed lot notification reports for 
aflatoxin tests to the committee, and the 
handler, under the supervision of an 
inspector, shall send the failed lot 
notification reports for the lots that do 
not meet the quality requirements to the 
committee. 

Proposal Number 5 

14. In § 983.6, lift the suspension of 
December 10, 2007, and revise the 
section to read as follows: 

§ 983.6 Assessed weight. 
Assessed weight means pounds of 

inshell pistachios, with the weight 
computed at 5 percent moisture, 
received for processing by a handler 
within each production year: Provided, 
That for loose kernels, the actual weight 
shall be multiplied by two to obtain an 
inshell weight; Provided further, That 
the assessed weight may be based upon 
quality requirements for inshell 
pistachios that may be recommended by 
the committee and approved by the 
Secretary. 

15. In § 983.7, lift the suspension of 
December 10, 2007, and revise the 
section to read as follows: 

§ 983.7 Certified pistachios. 

Certified pistachios are those that 
meet the inspection and certification 
requirements under this part. 
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16. In § 983.19, lift the suspension of 
December 10, 2007, and remove the 
section. 

17. In § 983.31, remove the 
suspension of December 10, 2007, 
redesignate § 983.31 as § 983.30, and 
revise it to read as follows: 

§ 983.30 Substandard pistachios. 

Substandard pistachios means 
pistachios, inshell or shelled, which do 
not meet regulations established 
pursuant to §§ 983.50 and 983.51. 

18. In § 983.39, lift the suspension of 
December 10, 2007, redesignate § 983.39 
as § 983.51, and revise it to read as 
follows: 

§ 983.51 Quality regulations. 

For any production year, the 
committee may establish, with the 
approval of the Secretary, such quality 
and inspection requirements applicable 
to pistachios to be shipped for domestic 
human consumption as will contribute 
to orderly marketing or be in the public 
interest. In such production year, no 
handler shall ship pistachios for 
domestic human consumption unless 
they meet the applicable requirements 
as evidenced by certification acceptable 
to the committee. 

19. In § 983.41, lift the suspension of 
December 10, 2007, redesignate § 983.41 
as § 983.53, and revise it to read as 
follows: 

§ 983.53 Testing of minimal quantities. 

(a) Aflatoxin. Handlers who handle 
less than 1 million pounds of assessed 
weight per year, have the option of 
utilizing both of the following methods 
for testing for aflatoxin: 

(1) The handler may have an 
inspector sample and test his or her 
entire inventory of hulled and dried 
pistachios for the aflatoxin certification 
before further processing. 

(2) The handler may segregate receipts 
into various lots at the handler’s 
discretion and have an inspector sample 
and test each specific lot. Any lots that 
have less than 15 ppb aflatoxin can be 
certified by an inspector to be negative 
as to aflatoxin. Any lots that are found 
to be above 15 ppb may be tested after 
reworking in the same manner as 
specified in § 983.50. 

(b) Quality. The committee may, with 
the approval of the Secretary, establish 
regulations regarding the testing of 
minimal quantities of pistachios for 
quality. 

20. In § 983.42, lift the suspension of 
December 10, 2007, redesignate § 983.42 
as § 983.54, and revise it to read as 
follows: 

§ 983.54 Commingling. 

Certified lots may be commingled 
with other certified lots, but the 
commingling of certified and uncertified 
lots shall cause the loss of certification 
for the commingled lots. 

21. In § 983.45, lift the suspension of 
December 10, 2007, redesignate § 983.45 
as § 983.57, and revise it to read as 
follows: 

§ 983.57 Substandard pistachios. 

The committee shall, with the 
approval of the Secretary, establish such 
reporting and disposition procedures as 
it deems necessary to ensure that 
pistachios which do not meet the 
aflatoxin and quality requirements 
established pursuant to §§ 983.50 and 
983.51 shall not be shipped for domestic 
human consumption. 

Proposal Number 6 

22. Redesignate § 983.53 as § 983.71 
and revise paragraph (a) to read as 
follows: 

§ 983.71 Assessments. 

(a) Each handler who receives 
pistachios for processing in each 
production year, except as provided in 
§ 983.58, shall pay the committee on 
demand, an assessment based on the pro 
rata share of the expenses authorized by 
the Secretary for that year attributable to 
the assessed weight of pistachios 
received by that handler in that year. 
* * * * * 

23. Redesignate existing § 983.58 as 
§ 983.80 and add a new § 983.58 as 
follows: 

§ 983.58 Interhandler transfers. 

Within the production area, any 
handler may transfer pistachios to 
another handler for additional handling, 
and any assessments, inspection 
requirements, aflatoxin testing 
requirements, and any other marketing 
order requirements with respect to 
pistachios so transferred may be 
assumed by the receiving handler. The 
committee, with the approval of the 
Secretary, may establish methods and 
procedures, including necessary reports, 
to maintain accurate records for such 
transfers. 

Proposal Number 7—Administrative 
Changes 

24. § 983.8 is revised to read as 
follows: 

§ 983.8 Committee. 

Committee means the Administrative 
Committee for Pistachios established 
pursuant to § 983.41. 

25. Redesignate § 983.33 as § 983.42 
and revise it by removing the word 

‘‘grower’’ and adding in its place the 
word ‘‘producer’’ in paragraph (a), 
removing the reference to ‘‘§ 983.32’’ 
and adding in its place the ‘‘§ 983.41’’ 
in paragraph (j), and by removing the 
reference to ‘‘§§ 983.32, 983.33, and 
983.34’’ and adding in its place 
‘‘§§ 983.41, 983.42, and 983.43’’ in 
paragraph (n). 

26. Redesignate § 983.56 as § 983.74 
and revise it by removing the reference 
to ‘‘§ 983.53’’ and adding in its place 
‘‘§ 983.71’’ in paragraph (a)(1). 

27. Redesignate § 983.57 as § 983.75 
and revise it to read as follows: 

§ 983.75 Implementation and amendments. 
The Secretary, upon the 

recommendation of a majority of the 
committee, may issue rules and 
regulations implementing or modifying 
§§ 983.64 through 983.74 inclusive. 

28. Redesignate § 983.65 as § 983.87 
and revise it to read as follows: 

§ 983.87 Effective time. 
The provisions of this part, as well as 

any amendments, shall become effective 
at such time as the Secretary may 
declare, and shall continue in force 
until terminated or suspended in one of 
the ways specified in § 983.88 or 983.89. 

29. Redesignate § 983.70 as 983.92 
and revise it to read as follows: 

§ 983.92 Exemption. 
Any handler may handle pistachios 

within the production area free of the 
requirements in §§ 983.50 through 
983.58 and 983.71 if such pistachios are 
handled in quantities not exceeding 
5,000 dried pounds during any 
production year. This section may be 
changed as recommended by the 
committee and approved by the 
Secretary. 

30. Redesignate the following sections 
as follows: 

Old section New section 

983.22 983.21 
983.23 983.22 
983.24 983.23 
983.25 983.24 
983.27 983.26 
983.28 983.27 
983.29 983.28 
983.30 983.29 
983.35 983.44 
983.36 983.45 
983.37 983.47 
983.43 983.55 
983.47 983.64 
983.48 983.65 
983.49 983.66 
983.50 983.67 
983.51 983.68 
983.52 983.70 
983.55 983.73 
983.59 983.81 
983.60 983.82 
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Old section New section 

983.61 983.83 
983.62 983.84 
983.63 983.85 
983.64 983.86 
983.66 983.88 
983.67 983.89 
983.68 983.90 
983.69 983.91 

Proposal Number 8 
Make such changes as may be 

necessary to the order to conform with 
any amendment that may result from 
the hearing. 

Dated: July 15, 2008. 
Lloyd C. Day, 
Administrator, Agricultural Marketing 
Service. 
[FR Doc. 08–1445 Filed 7–15–08; 4:25 pm] 
BILLING CODE 3410–02–P 

DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

7 CFR Part 989 

[Docket No. AMS–FV–08–0042; FV08–989– 
2 PR] 

Raisins Produced From Grapes Grown 
in California; Use of Estimated Trade 
Demand To Compute Volume 
Regulation Percentages 

AGENCY: Agricultural Marketing Service, 
USDA. 
ACTION: Proposed rule. 

SUMMARY: This rule invites comments 
on using an estimated trade demand 
figure to compute volume regulation 
percentages for 2008–09 crop Natural 
(sun-dried) Seedless (NS) raisins 
covered under the Federal marketing 
order for California raisins (order). The 
order regulates the handling of raisins 
produced from grapes grown in 
California and is administered locally 
by the Raisin Administrative Committee 
(Committee). This rule would provide 
parameters for implementing volume 
regulation for 2008–09 crop NS raisins, 
if supplies are short, for the purposes of 
maintaining a portion of the industry’s 
export markets and stabilizing the 
domestic market. 
DATES: Comments must be received by 
August 4, 2008. 
ADDRESSES: Interested persons are 
invited to submit written comments 
concerning this proposal. Comments 
must be sent to the Docket Clerk, 
Marketing Order Administration 
Branch, Fruit and Vegetable Programs, 
AMS, USDA, 1400 Independence 
Avenue, SW., STOP 0237, Washington, 

DC 20250–0237; Fax: (202) 720–8938; or 
Internet: http://www.regulations.gov. All 
comments should reference the docket 
number and the date and page number 
of this issue of the Federal Register and 
will be made available for public 
inspection in the Office of the Docket 
Clerk during regular business hours, or 
can be viewed at: http:// 
www.regulations.gov. 
FOR FURTHER INFORMATION CONTACT: Rose 
M. Aguayo, Marketing Specialist, or 
Kurt J. Kimmel, Regional Manager, 
California Marketing Field Office, 
Marketing Order Administration 
Branch, Fruit and Vegetable Programs, 
AMS, USDA; Telephone: (559) 487– 
5901, Fax: (559) 487–5906, or e-mail: 
Rose.Aguayo@usda.gov or 
Kurt.Kimmel@usda.gov. 

Small businesses may request 
information on complying with this 
regulation by contacting Jay Guerber, 
Marketing Order Administration 
Branch, Fruit and Vegetable Programs, 
AMS, USDA, 1400 Independence 
Avenue, SW., STOP 0237, Washington, 
DC 20250–0237; Telephone: (202) 720– 
2491, Fax: (202) 720–8938, or e-mail: 
Jay.Guerber@usda.gov. 
SUPPLEMENTARY INFORMATION: This 
proposal is issued under Marketing 
Agreement and Order No. 989 (7 CFR 
part 989), both as amended, regulating 
the handling of raisins produced from 
grapes grown in California, hereinafter 
referred to as the ‘‘order.’’ The order is 
effective under the Agricultural 
Marketing Agreement Act of 1937, as 
amended (7 U.S.C. 601–674), hereinafter 
referred to as the ‘‘Act.’’ 

The Department of Agriculture 
(USDA) is issuing this rule in 
conformance with Executive Order 
12866. 

This proposal has been reviewed 
under Executive Order 12988, Civil 
Justice Reform. This rule is not intended 
to have retroactive effect. This proposal 
will not preempt any State or local laws, 
regulations, or policies, unless they 
present an irreconcilable conflict with 
this rule. 

The Act provides that administrative 
proceedings must be exhausted before 
parties may file suit in court. Under 
section 608c(15)(A) of the Act, any 
handler subject to an order may file 
with USDA a petition stating that the 
order, any provision of the order, or any 
obligation imposed in connection with 
the order is not in accordance with law 
and request a modification of the order 
or to be exempted therefrom. A handler 
is afforded the opportunity for a hearing 
on the petition. After the hearing, USDA 
would rule on the petition. The Act 
provides that the district court of the 

United States in any district in which 
the handler is an inhabitant, or has his 
or her principal place of business, has 
jurisdiction to review USDA’s ruling on 
the petition, provided an action is filed 
not later than 20 days after the date of 
the entry of the ruling. 

This proposal invites comments on 
using an estimated trade demand figure 
to compute volume regulation 
percentages for 2008–09 crop NS raisins 
covered under the order. This rule 
would provide parameters for 
implementing volume regulation for 
2008–09 crop NS raisins, if supplies are 
short, for the purposes of maintaining a 
portion of the industry’s export markets 
and stabilizing the domestic market. 
This action was unanimously 
recommended by the Committee at a 
meeting on April 3, 2008. 

Volume Regulation Authority 

The order provides authority for 
volume regulation designed to promote 
orderly marketing conditions, stabilize 
prices and supplies, and improve 
producer returns. When volume 
regulation is in effect, a certain 
percentage of the California raisin crop 
may be sold by handlers to any market 
(free tonnage), while the remaining 
percentage must be held by handlers in 
a reserve pool (reserve) for the account 
of the Committee. Reserve raisins are 
disposed of through certain programs 
authorized under the order. For 
instance, reserve raisins may be sold by 
the Committee to handlers for free use 
or to replace part of the free tonnage 
raisins they exported; used in diversion 
programs; carried over as a hedge 
against a short crop the following year; 
or disposed of in other outlets not 
competitive with those for free tonnage 
raisins, such as government purchase, 
distilleries, or animal feed. Net proceeds 
from sales of reserve raisins are 
distributed to the reserve pool’s equity 
holders, primarily producers. 

Section 989.54 of the order prescribes 
procedures and time frames to be 
followed in establishing volume 
regulation for each crop year, which 
runs from August 1 through July 31. The 
Committee must meet by August 15 to 
review data regarding raisin supplies. At 
that time, the Committee computes a 
trade demand for each varietal type of 
raisins for which a free tonnage 
percentage might be recommended. 
Trade demand is equal to 90 percent of 
the prior year’s domestic and export 
shipments, adjusted by subtracting 
carryin inventory from the prior year 
and adding a desirable carryout 
inventory for the end of the current 
year. 
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Paragraph (e) of § 989.54 contains a 
list of factors that the Committee must 
consider when computing volume 
regulation percentages. Factor (4) states 
that the Committee must consider, if 
different than the computed trade 
demand, the estimated trade demand for 
raisins in free tonnage outlets. Section 
989.154(b) provides parameters for use 
of an estimated trade demand for the 
2007–08 crop year. 

By October 5, the Committee must 
announce preliminary crop estimates 
and determine whether volume 
regulation is warranted for the varietal 
types for which it computed trade 
demands. Preliminary volume 
regulation percentages are then 
computed to release 85 percent of the 
computed trade demand if a free 
tonnage price for raisins has been 
established or 65 percent of the trade 
demand if no free tonnage price for 
raisins has been established. Free 
tonnage price for raisins is the price that 
handlers pay producers for the free 
tonnage portion of their crop. By 
February 15, the Committee must 
recommend final free and reserve 
percentages that will tend to release the 
full trade demand. 

The order also requires that, when 
volume regulation is in effect, two offers 
of reserve raisins must be made 
available to handlers for free use. These 
offers are known as the ‘‘10 plus 10’’ 
offers. Each offer consists of a quantity 
of reserve raisins equal to 10 percent of 
the prior year’s shipments. The order 
also specifies that ‘‘10 plus 10’’ raisins 
must be sold to handlers at the current 
field price plus a 3 percent surcharge 
and Committee costs. 

Development of Export Markets 
With the exception of 11 crop years, 

volume regulation has been utilized for 
NS raisins since the order’s inception in 
1949. The procedures for determining 
volume regulation percentages have 
been modified over the years to address 
the industry’s needs. In the past, volume 
regulation has been utilized primarily to 
help the industry manage an oversupply 
of raisins. Through the use of various 
marketing programs operated through 
reserve pools and other industry 
promotional activities, the industry has 
also developed its export markets. 

Between 1980 and 1985, exports of 
California NS raisins averaged about 26 
percent (53,700 packed tons, or raisins 
which have been processed) of the 
industry’s total NS raisin shipments 
(207,600 packed tons) per year. During 
the last ten years (1997–2006) these 
exports averaged about 37 percent 
(103,833 packed tons) of the industry’s 
total NS raisin shipments (281,416 

packed tons) per year. The total 
shipment figures exclude government 
purchases. 

Export Replacement Offer 
One market development program 

operated through reserve pools, the 
Export Replacement Offer (ERO), has 
helped U.S. raisins to be price 
competitive in export markets. Prices in 
export markets are generally lower than 
the domestic market. The ERO began in 
the early 1980’s as a ‘‘raisin-back’’ 
program whereby handlers who 
exported California raisins could 
purchase, at a reduced price, reserve 
raisins for free use. This effectively 
blended down the cost of the raisins 
that were exported. The NS raisin ERO 
was changed to a ‘‘cash-back’’ program 
in 1996 whereby handlers could receive 
cash from the reserve pool for export 
shipments. 

The ERO has been operated as a ‘‘cash 
back’’ program in all years since then, 
except for 2000, 2001, and a portion of 
2002. Financing for the cash-back ERO 
program has been primarily from the 
Committee’s ‘‘10 plus 10’’ sales of 
reserve raisins. Since 2002, an average 
of $42.7 million of reserve pool funds 
were utilized to support the export of 
about 103,000 packed tons of NS raisins 
annually. 

Current Industry Situation 
The Committee is concerned that the 

2008–09 crop may be short because of 
grape vine removals over the last several 
years and an April frost. About 53,000 
acres of grape vines have been removed 
in favor of other crops, which have 
recently been providing higher returns. 
Additionally, this year’s raisin crop in 
Turkey was small due to inclement 
weather. This led to an increase in 
exports of California raisins which will 
likely inflate next year’s computed trade 
demand. Thus, with a smaller crop and 
a higher trade demand, volume 
regulation may not be warranted for 
2008–09 NS raisins based on the order’s 
trade demand formula. 

If no 2008–09 reserve were 
established, the industry would not be 
able to continue the ERO program and 
support its export sales. The Committee 
is concerned that the industry could 
lose a significant portion, perhaps 50 
percent, of its export markets. Further, 
handlers who could not sell their raisins 
in export may sell their raisins 
domestically. Annual domestic 
shipments of NS raisins for the past ten 
years have averaged about 178,000 
packed tons. The Committee is 
concerned that additional raisins sold 
into the domestic market could create 
instability. 

Implementing Volume Regulation if 
Supplies Are Short To Maintain the 
ERO 

Thus, the Committee unanimously 
recommended using an estimated trade 
demand to establish no more than a 10 
percent reserve if the 2008–09 NS raisin 
crop is small. This would allow the 
industry to maintain the ERO. No 
volume regulation would be 
implemented if the crop estimate is 
below 215,000 tons. At that level, the 
needs of the domestic market would be 
met and about half of the industry’s 
export markets. Section 989.154(b) of 
the order’s administrative rules and 
regulations is proposed to be revised 
accordingly. Similar rulemaking actions 
were completed in 1999 (64 FR 43897) 
and 2007 (72 FR 54343). 

To illustrate how this would work, 
the Committee would compute a trade 
demand for NS raisins by August 15 (as 
an example, 267,000 natural condition 
tons). At that time, the Committee 
would also announce its intention to 
use an estimated trade demand to 
compute volume regulation percentages 
if the 2008–09 NS raisin crop is at least 
215,000 tons but no more than 10 
percent above the computed trade 
demand (293,700 tons in the example). 

Crop Estimate Below 215,000 Tons—No 
Regulation 

The Committee would meet by 
October 5 to announce a NS crop 
estimate and determine whether volume 
regulation was warranted. Under the 
Committee’s proposal, if the 2008–09 
crop estimate is under 215,000 natural 
condition tons, volume regulation 
would not be recommended. With a 
crop of 215,000 natural condition tons, 
and about 109,000 natural condition 
tons of NS raisins projected to be carried 
forward from the 2007–08 crop year, a 
supply of about 324,000 natural 
condition tons of raisins would be 
available for the 2008–09 crop year. As 
previously mentioned, annual NS raisin 
shipments average about 282,000 
packed tons (almost 300,000 natural 
condition tons), excluding government 
purchases. 

With an available supply of only 
324,000 natural condition tons of NS 
raisins, the Committee believes that the 
industry’s first priority would be to 
satisfy the needs of the domestic market, 
which absorbs annually an average of 
about 178,000 packed tons (189,000 
natural condition tons). Assuming that 
189,000 natural condition tons were 
shipped domestically, the Committee 
estimates that, with no ERO program to 
help U.S. raisins be price competitive in 
export markets, the industry would 
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export about half of its usual tonnage, or 
about 55,000 natural condition tons. 
The remaining 80,000 natural condition 
tons would likely be held in inventory 
for the following 2009–10 crop year. 
Annual carryout inventory for NS 
raisins for the past 5 years has averaged 
about 109,000 natural condition tons. 

Crop Estimate Equal to 215,000 Tons 
But No More Than 10 Percent Above 
the Computed Trade Demand—Volume 
Regulation 

If the October 2008–09 crop estimate 
for NS raisins is at least 215,000 natural 
condition tons but no more than 10 
percent above the computed trade 
demand, the Committee would use an 
estimated trade demand figure to 
compute preliminary free and reserve 
percentages for the 2008–09 crop. Thus, 
using the 267,000 natural condition ton 
computed trade demand figure, an 
estimated trade demand would be used 
to compute volume regulation 
percentages if the crop estimate is 
215,000 but no more than 293,700 
natural condition tons. 

The Committee would meet by 
February 15 to compute final free and 
reserve percentages. The Committee 
recommended that if an estimated trade 
demand figure is used to compute 
percentages, the final reserve percentage 
be computed to equal no more than 10 
percent of the estimated crop. Producers 
would ultimately be paid the free 
tonnage price for raisins for 90 percent 
of their crop, or their free tonnage. 

The remaining 10 percent of the crop 
would be held in reserve and offered for 
sale to handlers in the ‘‘10 plus 10’’ 
offers. As previously described, the ‘‘10 
plus 10’’ offers are two offers of reserve 
raisins that are made available to 
handlers for free use. The order 
specifies that each offer consists of a 
quantity of reserve raisins equal to 10 
percent of the prior year’s shipments. 
This requirement would not be met if 
volume regulation were implemented 
when raisin supplies were short. 
However, all of the raisins held in 
reserve would be made available to 
handlers for free use. Handlers would 
pay the Committee for the ‘‘10 plus 10’’ 
raisins and that money would be 
utilized to fund a 2008–09 ERO 
program. Any unused 2008–09 reserve 
pool funds could be used to initiate a 
2009–10 ERO program or be paid to 
2008–09 reserve pool equity holders. 

Crop Estimate More Than 10 Percent 
Above the Computed Trade Demand 

Finally, the Committee recommended 
that, if the 2008–09 crop estimate is 
more than 10 percent greater than the 
computed trade demand (or above 

293,700 natural condition tons in the 
earlier example), the computed trade 
demand (as an example, 267,000 natural 
condition tons) would be utilized to 
compute volume regulation percentages. 
Under this scenario, enough raisins 
(over 29,000 natural condition tons) 
would be available in reserve to 
continue the ERO program. 

Summary of Alternatives 
It is anticipated that allowing the use 

of an estimated trade demand figure to 
compute volume regulation percentages 
for 2008–09 crop NS raisins if supplies 
are short would assist the industry in 
maintaining a portion of its export 
markets and stabilize the domestic 
market. If the crop estimate is below 
215,000 natural condition tons, no 
volume regulation would be 
implemented. If this occurs, it is likely 
that domestic market needs would be 
met, while export markets would not be 
satisfied. 

However, if the crop is at least 
215,000 natural condition tons but no 
more than 10 percent above the 
computed trade demand, establishing a 
small reserve pool would allow the 
industry to not only satisfy the needs of 
the domestic market, but also maintain 
a portion of its export sales. By 
maintaining an ERO program, even at a 
reduced level, exporters could continue 
to be price competitive and sell their 
raisins abroad. The domestic market 
would remain stable because it would 
not have to absorb any additional raisins 
that handlers could not afford to sell in 
export markets. 

Initial Regulatory Flexibility Analysis 
Pursuant to requirements set forth in 

the Regulatory Flexibility Act (RFA), the 
Agricultural Marketing Service (AMS) 
has considered the economic impact of 
this action on small entities. 
Accordingly, AMS has prepared this 
initial regulatory flexibility analysis. 

The purpose of the RFA is to fit 
regulatory actions to the scale of 
business subject to such actions in order 
that small businesses will not be unduly 
or disproportionately burdened. 
Marketing orders issued pursuant to the 
Act, and rules issued thereunder, are 
unique in that they are brought about 
through group action of essentially 
small entities acting on their own 
behalf. 

There are approximately 21 handlers 
of California raisins who are subject to 
regulation under the order and 
approximately 3,000 raisin producers in 
the regulated area. Small agricultural 
service firms have been defined by the 
Small Business Administration (13 CFR 
121.201) as those having annual receipts 

of less than $6,500,000, and small 
agricultural producers are defined as 
those having annual receipts of less than 
$750,000. No more than 8 handlers, and 
a majority of producers, of California 
raisins may be classified as small 
entities. 

This rule would revise § 989.154(b) of 
the order’s administrative rules and 
regulations regarding use of an 
estimated trade demand figure to 
establish no more than a 10 percent 
reserve if the 2008–09 NS raisin crop is 
small. This would allow the industry to 
maintain the ERO. Volume regulation 
would not be implemented if the crop 
falls below 215,000 tons. At that level, 
the needs of the domestic market and 
about half of the industry’s export 
markets would be met. Authority for 
this action is provided in § 989.54(e)(4) 
of the order. 

Regarding the impact of the action on 
producers and handlers, under the 
Committee’s proposal, if an estimated 
trade demand figure was used to 
compute volume regulation percentages, 
the final reserve percentage would 
compute to no more than 10 percent. 
Producers would thus be paid the free 
tonnage price for raisins for at least 90 
percent of their crop. About 10 percent 
of their crop would go into a reserve 
pool. The free tonnage price for raisins 
for NS raisins for the past 5 years has 
averaged $1,130 per ton. Handlers in 
turn would purchase 90 percent of their 
raisins directly from producers at the 
free tonnage price for raisins, but would 
have to buy remaining raisins out of the 
reserve pool at a higher price (field price 
plus 3 percent and Committee costs). 
The ‘‘10 plus 10’’ price of NS reserve 
raisins has averaged about $100 higher 
than the free tonnage price for raisins 
for the past 5 years, or $1,233 per ton. 
Proceeds from the ‘‘10 plus 10’’ sales 
would be used to support export sales. 

While there may be some initial costs 
for both producers and handlers, the 
long term benefits of this action far 
outweigh the costs. The Committee 
believes that with no reserve pool, and 
hence, no ERO program, export sales 
would decline dramatically, perhaps up 
to 50 percent. Handlers would likely 
sell into the domestic market raisins 
that they were unable to sell into lower 
priced export markets. Additional NS 
raisins sold into the domestic market, 
which typically absorbs about 178,000 
packed tons, could create instability. 
The industry would likely lose a 
substantial portion of its export markets, 
which now account for about 37 percent 
(103,833 packed tons) of the industry’s 
annual shipments (281,416 packed 
tons), excluding government purchases. 
Committee members have also 
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commented that, once export markets 
were lost, it would be difficult and 
costly for the industry to recover those 
sales. Raisins are mostly used as an 
ingredient in baked goods, cereals, and 
snacks. Typically, buyers want reliable 
suppliers from year to year and are 
generally reluctant to find alternative 
ingredients or sources. In turn, once 
buyers change sources, they may not 
switch back. 

Export markets for raisins are highly 
competitive. The U.S. and Turkey are 
the world’s leading producers of raisins. 
Turkey exports approximately 76 
percent of its total production, and 
represents an alternative product source 
for raisin buyers. Turkey’s 2007–08 
raisin crop was small due to a drought 
and high temperatures. Consequently, 
exports of Turkish raisins decreased 
while exports of California raisins 
increased significantly (up about 30 
percent). 

Maintaining the industry’s export 
markets would help the industry 
maximize its 2008–09 total shipments of 
NS raisins and prevent handlers from 
carrying forward large quantities of 
inventory into the 2009–10 crop year. If 
the industry is unable to maximize its 
2008–09 shipments of NS raisins, 
carryin inventory could be high. This 
would result in a lower computed trade 
demand figure for the 2009–10 crop year 
and ultimately a lower free tonnage 
percentage. Since NS raisin producers 
are paid significantly more for their free 
tonnage raisins than for reserve tonnage 
raisins, this would mean reduced 
returns to producers. Projected reduced 
2009–10 returns to producers, coupled 
with the risks of rain and labor 
shortages during harvest, may influence 
producers to ‘‘go green,’’ or sell their 
raisin-variety grapes to the fresh-grape, 
wine, or juice concentrate markets. 
Additional supplies to those outlets 
could potentially reduce ‘‘green’’ 
returns as well. 

The Committee discussed alternatives 
to this change. One option considered 
was using one of the three prior year’s 
shipments to compute trade demand, 
pursuant to § 989.54(a) of the order. 
However, the order only allows this if 
prior year’s shipments were limited due 
to crop conditions. Since 2007–08 
shipments have increased, the 
Committee concluded this option was 
not viable. Another alternative 
considered was utilizing the computed 
trade demand formula in the order and 
using all available funds to support the 
ERO (about $21.7 million from the 
2007–08 reserve pool). However, these 
funds would only support the ERO 
through December 2008. Thus, the 
Committee ultimately recommended 

using an estimated trade demand to 
compute volume regulation percentages 
next year if 2008–09 crop NS raisin 
supplies are short. 

This proposed rule would provide 
parameters for implementing volume 
regulation for 2008–09 crop NS raisins, 
if supplies are short, for the purposes of 
maintaining a portion of the industry’s 
export markets and stabilizing the 
domestic market. Accordingly, this 
action would not impose any additional 
reporting or recordkeeping requirements 
on either small or large raisin handlers. 
As with all Federal marketing order 
programs, reports and forms are 
periodically reviewed to reduce 
information requirements and 
duplication by industry and public 
sector agencies. 

AMS is committed to complying with 
the E-Government Act, to promote the 
use of the Internet and other 
information technologies to provide 
increased opportunities for citizen 
access to Government information and 
services, and for other purposes. 

USDA has not identified any relevant 
Federal rules that duplicate, overlap or 
conflict with this proposed rule. 

In addition, the Committee’s 
Administrative Issues Subcommittee 
deliberated this issue prior to the 
Committee’s meeting on April 3, 2008. 
Both meetings were widely publicized 
throughout the raisin industry and all 
interested persons were invited to 
attend the meetings and participate in 
Committee deliberations on all issues. 
Like all Committee meetings, the April 
3, 2008, meetings were public meetings 
and all entities, both large and small, 
were able to express views on this issue. 
Finally, interested persons are invited to 
submit comments on this proposed rule, 
including the regulatory and 
informational impacts of this action on 
small businesses. 

A small business guide on complying 
with fruit, vegetable, and specialty crop 
marketing agreements and orders may 
be viewed at: http://www.ams.usda.gov/ 
AMSv1.0/
ams.fetchTemplateData.do?template=
TemplateN&page=MarketingOrders
SmallBusinessGuide. Any questions 
about the compliance guide should be 
sent to Jay Guerber at the previously 
mentioned address in the FOR FURTHER 
INFORMATION CONTACT section. 

A 15-day comment period is provided 
to allow interested persons to respond 
to this proposal. Fifteen days is deemed 
appropriate because this action, if 
adopted, should be in place by the 
beginning of the 2008–09 crop year, 
August 1. All written comments timely 
received will be considered before a 

final determination is made on this 
matter. 

List of Subjects in 7 CFR Part 989 

Grapes, Marketing agreements, 
Raisins, Reporting and recordkeeping 
requirements. 

For the reasons set forth in the 
preamble, 7 CFR part 989 is proposed to 
be amended as follows: 

PART 989—RAISINS PRODUCED 
FROM GRAPES GROWN IN 
CALIFORNIA 

1. The authority citation for 7 CFR 
part 989 continues to read as follows: 

Authority: 7 U.S.C. 601–674. 

§ 989.154 [Amended] 

2. In the second sentence of 
§ 989.154(b), the words ‘‘2007–08’’ are 
removed in both locations and the 
words ‘‘2008–09’’ are added in their 
place. 

Dated: July 16, 2008. 
Lloyd C. Day, 
Administrator, Agricultural Marketing 
Service. 
[FR Doc. 08–1447 Filed 7–16–08; 12:23 pm] 
BILLING CODE 3410–02–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 39 

[Docket No. FAA–2008–0790; Directorate 
Identifier 2008–CE–042–AD] 

RIN 2120–AA64 

Airworthiness Directives; Cessna 
Aircraft Company 150 Series Airplanes 

AGENCY: Federal Aviation 
Administration (FAA), Department of 
Transportation (DOT). 
ACTION: Notice of proposed rulemaking 
(NPRM). 

SUMMARY: We propose to adopt a new 
airworthiness directive (AD) for certain 
Cessna Aircraft Company 150 series 
airplanes with the BRS–150 Parachute 
System installed via Supplemental Type 
Certificate (STC) SA64CH. This 
proposed AD would require the 
replacement of the pick-up collar 
support and nylon screws for the BRS– 
150 Parachute System. This proposed 
AD results from notification by Ballistic 
Recovery Systems, Inc. (BRS) that the 
pick-up collar assembly may 
prematurely move off the launch tube 
and adversely affect rocket trajectory 
during deployment. We are proposing 
this AD to prevent premature separation 
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of the collar. This condition could result 
in the parachute failing to successfully 
deploy. 
DATES: We must receive comments on 
this proposed AD by September 16, 
2008. 

ADDRESSES: Use one of the following 
addresses to comment on this proposed 
AD: 

• Federal eRulemaking Portal: Go to 
http://www.regulations.gov. Follow the 
instructions for submitting comments. 

• Fax: (202) 493–2251. 
• Mail: U.S. Department of 

Transportation, Docket Operations, M– 
30, West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue, SE., 
Washington, DC 20590. 

• Hand Delivery: U.S. Department of 
Transportation, Docket Operations, M– 
30, West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue, SE., 
Washington, DC 20590, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. 

For service information identified in 
this proposed AD, contact Ballistic 
Recovery Systems, Inc., 300 Airport 
Road, South Saint Paul, MN 55075– 
3551; telephone: (651) 457–7491; fax: 
(651) 457–8651. 
FOR FURTHER INFORMATION CONTACT: 
Gregory Michalik, Senior Aerospace 
Engineer, Chicago Aircraft Certification 
Office, FAA, 2300 East Devon Avenue, 
Des Plaines, Illinois, 60018; telephone: 
(847) 294–7135; fax: (847) 294–7834; 
e-mail: gregory.michalik@faa.gov. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 
We invite you to send any written 

relevant data, views, or arguments 
regarding this proposed AD. Send your 
comments to an address listed under the 
ADDRESSES section. Include the docket 
number, ‘‘FAA–2008–0790; Directorate 
Identifier 2008–CE–042–AD’’ at the 
beginning of your comments. We 
specifically invite comments on the 
overall regulatory, economic, 
environmental, and energy aspects of 
the proposed AD. We will consider all 
comments received by the closing date 
and may amend the proposed AD in 
light of those comments. 

We will post all comments we 
receive, without change, to http:// 
www.regulations.gov, including any 
personal information you provide. We 
will also post a report summarizing each 
substantive verbal contact we receive 
concerning this proposed AD. 

Discussion 
We have been notified by Ballistic 

Recovery Systems, Inc. of a continued 
operational safety concern on Cessna 
150 series airplanes that is similar to 
that which prompted AD 2007–14–03 
(72 FR 37999, July 12, 2007) on the 
Cirrus Airplane Parachute System 
(CAPS), where the parachute failed to 
successfully deploy. We also issued AD 
2008–02–18 (73 FR 4051, January 24, 
2008), where a similar situation could 
occur on the Cessna 172 series and 182 
series airplanes that are equipped with 
the BRS–172 and BRS–182 Parachute 
Systems, respectively. Testing indicates 
that the force of the rocket ignition and 

rocket blast may prematurely break the 
nylon pick up collar/support screws. 
When functioning properly the screws 
should not break until impacted by a 
flange at the rocket base. A prematurely 
separated collar/support may bind on 
the rocket as it slides down toward the 
flange at the base of the rocket. This 
may alter the direction of the rocket. 

This condition, if not corrected, could 
result in the parachute failing to 
successfully deploy upon activation. 

Relevant Service Information 

We have reviewed Ballistic Recovery 
Systems, Inc. Mandatory Service 
Bulletin SB 2008–04–01 R1, dated April 
24, 2008. The service information 
describes procedures for the 
replacement of the pick-up collar 
support, launch tube, and nylon screws. 

FAA’s Determination and Requirements 
of the Proposed AD 

We are proposing this AD because we 
evaluated all information and 
determined the unsafe condition 
described previously is likely to exist or 
develop on other products of the same 
type design. This proposed AD would 
require the replacement of the pick-up 
collar support, launch tube, and nylon 
screws for the BRS–150 Parachute 
System. 

Costs of Compliance 

We estimate that this proposed AD 
would affect 6 airplanes in the U.S. 
registry. 

We estimate the following costs to do 
the proposed modification: 

Labor cost Parts cost Total cost per 
airplane 

Total cost on 
U.S. operators 

5 work-hours × $80 per hour = $400 ..................................... Not applicable ..................................................... $400 $2,400 

Note: BRS will provide warranty credit to 
the extent noted in Ballistic Recovery 
Systems, Inc. Mandatory Service Bulletin SB 
2008–04–01 R1, dated April 24, 2008. 

Authority for This Rulemaking 
Title 49 of the United States Code 

specifies the FAA’s authority to issue 
rules on aviation safety. Subtitle I, 
Section 106, describes the authority of 
the FAA Administrator. Subtitle VII, 
Aviation Programs, describes in more 
detail the scope of the Agency’s 
authority. 

We are issuing this rulemaking under 
the authority described in Subtitle VII, 
Part A, Subpart III, Section 44701, 
‘‘General requirements.’’ Under that 
section, Congress charges the FAA with 
promoting safe flight of civil aircraft in 
air commerce by prescribing regulations 

for practices, methods, and procedures 
the Administrator finds necessary for 
safety in air commerce. This regulation 
is within the scope of that authority 
because it addresses an unsafe condition 
that is likely to exist or develop on 
products identified in this rulemaking 
action. 

Regulatory Findings 

We have determined that this 
proposed AD would not have federalism 
implications under Executive Order 
13132. This proposed AD would not 
have a substantial direct effect on the 
States, on the relationship between the 
national Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. 

For the reasons discussed above, I 
certify that the proposed regulation: 

1. Is not a ‘‘significant regulatory 
action’’ under Executive Order 12866; 

2. Is not a ‘‘significant rule’’ under the 
DOT Regulatory Policies and Procedures 
(44 FR 11034, February 26, 1979); and 

3. Will not have a significant 
economic impact, positive or negative, 
on a substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

We prepared a regulatory evaluation 
of the estimated costs to comply with 
this proposed AD and placed it in the 
AD docket. 

Examining the AD Docket 

You may examine the AD docket that 
contains the proposed AD, the 
regulatory evaluation, any comments 
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received, and other information on the 
Internet at http://www.regulations.gov; 
or in person at the Docket Management 
Facility between 9 a.m. and 5 p.m., 
Monday through Friday, except Federal 
holidays. The Docket Office (telephone 
(800) 647–5527) is located at the street 
address stated in the ADDRESSES section. 
Comments will be available in the AD 
docket shortly after receipt. 

List of Subjects in 14 CFR Part 39 

Air transportation, Aircraft, Aviation 
safety, Safety. 

The Proposed Amendment 

Accordingly, under the authority 
delegated to me by the Administrator, 
the FAA proposes to amend 14 CFR part 
39 as follows: 

PART 39—AIRWORTHINESS 
DIRECTIVES 

1. The authority citation for part 39 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40113, 44701. 

§ 39.13 [Amended] 

2. The FAA amends § 39.13 by adding 
the following new AD: 

Cessna Aircraft Company: Docket No. FAA– 
2008–0790; Directorate Identifier 2008– 
CE–042–AD. 

Comments Due Date 

(a) We must receive comments on this 
airworthiness directive (AD) action by 
September 16, 2008. 

Affected ADs 

(b) None. 

Applicability 

(c) This AD applies to Models 150, 150A, 
150B, 150C, 150D, 150E, 150F, 150G, 150H, 
150J, 150K, A150K, 150L, A150L, 150M, 
A150M, 152, and A152 airplanes that: 

(1) have a BRS–150 Parachute Systems 
with a serial number in the range of 50001 
through 50006 installed via Supplemental 
Type Certificate (STC) SA64CH; and 

(2) are certificated in any category. 

Unsafe Condition 

(d) This AD results from notification by 
Ballistic Recovery Systems, Inc. (BRS), that 
the pick-up collar assembly may prematurely 
move off the launch tube and adversely affect 
rocket trajectory during deployment. We are 
issuing this AD to prevent premature 
separation of the collar. This condition could 
result in the parachute failing to successfully 
deploy. 

Compliance 

(e) To address this problem, you must do 
the following, unless already done: 

Actions Compliance Procedures 

Remove the pick-up collar support, nylon 
screws, and launch tube and replace with a 
new pick-up collar support, custom tension 
screws, and new launch tube.

Within the next 25 hours time-in-service after 
the effective date of this AD.

Follow BRS SB 2008–04–01 R1, dated April 
24, 2008. 

Alternative Methods of Compliance 
(AMOCs) 

(f) The Manager, Chicago Aircraft 
Certification Office (ACO), FAA, has the 
authority to approve AMOCs for this AD, if 
requested using the procedures found in 14 
CFR 39.19. Send information to ATTN: 
Gregory Michalik, Senior Aerospace 
Engineer, Chicago ACO, FAA, 2300 East 
Devon Avenue, Des Plaines, Illinois 60018; 
telephone: (847) 294–7135; fax: (847) 294– 
7834; e-mail: gregory.michalik@faa.gov. 
Before using any approved AMOC on any 
airplane to which the AMOC applies, notify 
your appropriate principal inspector (PI) in 
the FAA Flight Standards District Office 
(FSDO), or lacking a PI, your local FSDO. 

Related Information 

(g) To get copies of the service information 
referenced in this AD, contact Ballistic 
Recovery Systems, Inc., 300 Airport Road, 
South Saint Paul, MN 55075–3551; 
telephone: (651) 457–7491; fax: (651) 457– 
8651. To view the AD docket, go to U.S. 
Department of Transportation, Docket 
Operations, M–30, West Building Ground 
Floor, Room W12–140, 1200 New Jersey 
Avenue, SE., Washington, DC 20590, or on 
the Internet at http://www.regulations.gov. 

Issued in Kansas City, Missouri, on June 
30, 2008. 
Kim Smith, 
Manager, Small Airplane Directorate, Aircraft 
Certification Service. 
[FR Doc. E8–16542 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–13–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Parts 52 and 64 

[CG Docket No. 03–123 and WC Docket No. 
05–196; FCC 08–151] 

Telecommunications Relay Services 
and Speech-to-Speech Services for 
Individuals With Hearing and Speech 
Disabilities; E911 Requirements for IP- 
Enabled Service Providers 

AGENCY: Federal Communications 
Commission. 
ACTION: Proposed rule. 

SUMMARY: In this document, the 
Commission seeks comment on 
additional issues relating to the 
assignment and administration of ten- 
digit telephone numbers for Internet- 
based Telecommunications Relay 
Services (TRS). 
DATES: Comments are due on or before 
August 8, 2008. Reply comments are 
due on or before August 25, 2008. 
Written Paperwork Reduction Act (PRA) 
comments on the proposed information 
collection requirements should be 
submitted on or before September 16, 
2008. 

ADDRESSES: Interested parties may 
submit comments identified by FCC 08– 
151 by any of the following methods: 

• Electronic Filers: Comments may be 
filed electronically using the Internet by 

accessing the Commission’s Electronic 
Comment Filing System (ECFS), through 
the Commission’s Web site: http:// 
www.fcc.gov/cgb/ecfs/, or the Federal 
eRulemaking Portal: http:// 
www.regulations.gov. Filers should 
follow the instructions provided on the 
Web site for submitting comments. For 
ECFS filers, in completing the 
transmittal screen, filers should include 
their full name, U.S. Postal Service 
mailing address, and CG Docket No. 03– 
123 and WC Docket No. 05–196. Parties 
also may submit an electronic comment 
by Internet e-mail. To get filing 
instructions, filers should send an e- 
mail to ecfs@fcc.gov, and include the 
following words in the body of the 
message, ‘‘get form <your e-mail 
address>.’’ A sample form and 
directions will be sent in response. 

• Paper filers: Parties who choose to 
file by paper must file an original and 
four copies of each filing. Filings can be 
sent by hand or messenger delivery, by 
commercial overnight courier, or by 
first-class or overnight U.S. Postal 
Service mail (although the Commission 
continues to experience delays in 
receiving U.S. Postal Service mail). All 
filings must be addressed to the 
Commission’s Secretary, Office of the 
Secretary, Federal Communications 
Commission. 

• The Commission’s contractor will 
receive hand-delivered or messenger- 
delivered paper filings for the 
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Commission’s Secretary at 236 
Massachusetts Avenue, NE., Suite 110, 
Washington, DC 20002. The filing hours 
at this location are 8 a.m. to 7 p.m. All 
hand deliveries must be held together 
with rubber bands or fasteners. Any 
envelopes must be disposed of before 
entering the building. 

• Commercial Mail sent by overnight 
mail (other than U.S. Postal Service 
Express Mail and Priority Mail) must be 
sent to 9300 East Hampton Drive, 
Capitol Heights, MD 20743. 

• U.S. Postal Service first-class, 
Express, and Priority mail should be 
addressed to 445 12th Street, SW., 
Washington, DC 20554. 

Parties who choose to file by paper 
also should submit their comments on 
compact disc. The compact disc should 
be submitted, along with three paper 
copies, to: Dana Wilson, Consumer and 
Governmental Affairs Bureau, Disability 
Rights Office, 445 12th Street, SW., 
Room 3–C418, Washington, DC 20554. 
Such submission should be on a 
compact disc formatted in an IBM 
compatible format using Word 2003 or 
a compatible software. The compact 
disc should be accompanied by a cover 
letter and should be submitted in ‘‘read 
only’’ mode. The compact disc should 
be clearly labeled with the commenter’s 
name, proceeding (CG Docket No. 03– 
123 and WC Docket No. 05–196), type 
of pleading (comment or reply 
comment), date of submission, and the 
name of the electronic file on the 
compact disc. The label also should 
include the following phrase: ‘‘CD–Rom 
Copy—Not an Original.’’ Each compact 
disc should contain only one party’s 
pleadings, preferably in a single 
electronic file. In addition, commenters 
filing by paper must send a compact 
disc copy to the Commission’s 
duplicating contractor at Portals II, 445 
12th Street, SW., Room CY–B402, 
Washington, DC 20554. 

In addition, comments on the PRA 
information collection requirements 
contained herein should be submitted to 
Cathy Williams, Federal 
Communications Commission, Room 1– 
C823, 445 12th Street, SW., Washington, 
DC 20554, or via the Internet to 
PRA@fcc.gov or 
Cathy.Williams@fcc.gov, and to 
Nicholas A. Fraser, Office of 
Management and Budget (OMB), Desk 
Office via the Internet to 
Nicholas_A._Fraser@omb.eop.gov, or 
via fax at (202) 395–5167. 
FOR FURTHER INFORMATION CONTACT: 
Thomas Chandler, Consumer and 
Governmental Affairs Bureau, Disability 
Rights Office at (202) 418–1475 (voice), 
(202) 418–0597 (TTY), or e-mail at 

Thomas.Chandler@fcc.gov. For 
additional information concerning the 
PRA information collection 
requirements contained in this 
document, contact Cathy Williams at 
(202) 418–2918, or via the Internet at 
Cathy.Williams@fcc.gov or 
PRA@fcc.gov. 
SUPPLEMENTARY INFORMATION: This is a 
summary of the Commission’s 
Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities; E911 Requirements for IP- 
Enabled Service Providers, Further 
Notice of Proposed Rulemaking 
(FNPRM), document FCC 08–151, 
adopted June 11, 2008, and released 
June 24, 2008, in CG Docket No. 03–123 
and WC Docket No. 05–196, seeking 
comment on additional issues relating 
to the assignment and administration of 
ten-digit telephone numbers for 
Internet-based TRS. In association with 
the FNPRM, on June 24, 2008, the 
Commission issued a Report and Order 
in CG Docket No. 03–123 and WC 
Docket No. 05–196, FCC 08–151, 
adopting a system for assigning users of 
Internet-based TRS, specifically, Video 
Relay Service (VRS) and IP Relay, ten- 
digit telephone numbers linked to the 
North American Numbering Plan 
(NANP). The issues on which the 
Commission seeks further comment in 
the FNPRM arise from the companion 
Report and Order, as well as the 
following items from which the Report 
and Order emanated: (1) 
Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities, Notice of Proposed 
Rulemaking, CG Docket No. 03–123, 
document FCC 05–196, published at 71 
FR 5221, February 1, 2006; (2) 
Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities, Declaratory Ruling and 
Further Notice of Proposed Rulemaking, 
CG Docket No. 03–123, document FCC 
06–57, published at 71 FR 30818 and 71 
FR 30848, May 31, 2006; (3) 
Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities, Further Notice of Proposed 
Rulemaking, CG Docket No. 03–123, 
document FCC 06–58, published at 71 
FR 31131, June 1, 2006; (4) 
Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities; E911 Requirements For IP- 
Enabled Service Providers, Report and 
Order, CG Docket No. 03–123 and WC 
Docket No. 05–196, document FCC 08– 

78, published at 73 FR 21252, April 21, 
2008; and (5) Consumer and 
Governmental Affairs Bureau Seeks To 
Refresh Record on Assigning Internet 
Protocol (IP)-Based 
Telecommunications Relay Service 
(TRS) Users Ten-Digit Telephone 
Numbers Linked to North American 
Numbering Plan (NANP) and Related 
Issues, Public Notice, CG Docket No. 
03–123, document DA 08–607, 
published at 73 FR 16304, March 27, 
2008. 

The full text of document FCC 08–151 
and copies of any subsequently filed 
documents in this matter will be 
available for public inspection and 
copying during regular business hours 
at the FCC Reference Information 
Center, Portals II, 445 12th Street, SW., 
Room CY–A257, Washington, DC 20554. 
Document FCC 08–151 and copies of 
subsequently filed documents in this 
matter may also be purchased from the 
Commission’s duplicating contractor at 
Portals II, 445 12th Street, SW., Room 
CY–B402, Washington, DC 20554. 
Customers may contact the 
Commission’s duplicating contractor at 
its Web site, www.bcpiweb.com, or by 
calling 1–800–378–3160. Document FCC 
08–151 can also be downloaded in 
Word or Portable Document Format 
(PDF) at: http://www.fcc.gov/cgb/dro/ 
trs.html. 

People with Disabilities: To request 
materials in accessible formats for 
people with disabilities (Braille, large 
print, electronic files, audio format), 
send an e-mail to fcc504@fcc.gov or call 
the Consumer and Governmental Affairs 
Bureau at (202) 418–0530 (voice), (202) 
418–0432 (TTY). 

Initial Paperwork Reduction Act of 
1995 Analysis 

The Commission, as part of its 
continuing effort to reduce paperwork 
burdens, invites the general public and 
the Office of Management and Budget 
(OMB) to comment on the information 
collection requirements contained in 
this document, as required by the PRA 
of 1995, Public Law 104–13. Public and 
agency comments are due September 16, 
2008. Comments should address: (a) 
whether the proposed collection of 
information is necessary for the proper 
performance of the functions of the 
Commission, including whether the 
information shall have practical utility; 
(b) the accuracy of the Commission’s 
burden estimates; (c) ways to enhance 
the quality, utility, and clarity of the 
information collected; and (d) ways to 
minimize the burden of the collection of 
information on the respondents, 
including the use of automated 
information collection techniques or 

VerDate Aug<31>2005 16:42 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00011 Fmt 4702 Sfmt 4702 E:\FR\FM\18JYP1.SGM 18JYP1rw
ilk

in
s 

on
 P

R
O

D
1P

C
63

 w
ith

 P
R

O
P

O
S

A
LS



41309 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

other forms of information technology. 
In addition, pursuant to the Small 
Business Paperwork Relief Act of 202, 
Public Law 107–198, see 44 U.S.C. 3506 
(c)(4), the Commission seeks specific 
comment on how it may ‘‘further reduce 
the information collection burden for 
small business concerns with fewer than 
25 employees.’’ 

OMB Control Number: 3060–1089. 
Title: Telephone Numbering System 

and E911 Requirements for Internet- 
based Telecommunications Relay 
Service Providers, Further Notice of 
Proposed Rulemaking, CG Docket No. 
03–123 and WC Docket No. 05–196, 
FCC 08–151. 

Form No. N/A. 
Type of Review: Revision of a 

currently approved collection. 
Respondents: Business or other for- 

profit; Individuals or households; Not- 
for-profit institutions; State, Local or 
Tribal Government. 

Number of Respondents and 
Responses: 202,566 respondents; 
178,646,320 responses. 

Estimated Time per Response: 1 
second to 8 hours. 

Frequency of Response: One-time and 
on occasion reporting requirements; 
Recordkeeping requirement; Third party 
disclosure requirement. 

Obligation to Respond: Required to 
obtain or retain benefits. The statutory 
authority is contained in sections 1, 2, 
4(i), (4)(j), 222, 225, 251, and 303(r) of 
the Communications Act of 1934, as 
amended, 47 U.S.C. 151, 152, 154(i), 
154(j), 222, 225, 251, 303(r). 

Total Annual Burden: 103,883 hours. 
Total Annual Costs: $10,520. 
Nature and Extent of Confidentiality: 

An assurance of confidentiality is not 
offered because the Commission has no 
direct involvement in the collection of 
personally identifiable information (PII) 
from individuals and/or households. 

Privacy Act Impact Assessment: No 
impact(s). 

Needs and Uses: In this document, 
the Commission proposes information 
collection requirements for the 
following: 

(A) Provision of Registered Location to 
Non-Default Providers. Registered 
Location information will be used by 
each Internet-based TRS provider, as 
well as their 911 service providers, to 
complete 911 calls placed by callers that 
have selected another Internet-based 
TRS provider as their default provider. 
This information will be used whenever 
a 911 call is placed through a non- 
default provider. 

(B) Inter-Provider Signaling. Each 
Internet-based TRS provider will collect 
its registered users’ registration and 
routing information to register its users’ 

Internet-based TRS devices, verify its 
users’ registration, and use the 
information in the transition to 
standards-based signaling and SIP-based 
end devices. 

(C) Device Registration. Device 
registration will be used to improve the 
security of the security of the TRS 
numbering system and the equipment 
and networks of both providers and 
users. 

(D) Verification of Registration. 
Registration verification will be used to 
help reduce fraud by ensuring a calling 
party is entitled to access the network. 

(E) Slamming. Each Internet-based 
TRS provider will use the Internet-based 
TRS users’ information to implement 
Section 258 of the Act and deter 
slamming, while protecting Internet- 
based TRS users from providers that 
may take advantage of confusion over 
different types of Internet-based TRS 
services. 

(F) Consumer Privacy. Each Internet- 
based TRS provider will collect its 
users’ network information, including 
their call records, Registered Location, 
or other personally identifiable account 
or usage information in accordance with 
Section 222 of the Act and the 
Commission’s implementing rules. 

(G) Extending Information Collections 
to IP CTS. Each IP CTS provider will 
collect the necessary information from 
its users to comply with the rules set 
forth in the Report and Order as well as 
the proposals set forth in the FNPRM to 
allow users of IP CTS to take advantage 
of the ten-digit numbering system and 
related protections. 

Synopsis 
Through the FNPRM, the Commission 

seeks comment on additional issues 
relating to the assignment and 
administration of ten-digit telephone 
numbers for Internet-based TRS. These 
issues include: (1) Certain peripheral 
issues concerning the proper handling 
of 911 calls placed via Internet-based 
TRS; (2) an appropriate registration 
period; (3) the eligibility of Internet- 
based TRS users to receive multiple 
telephone numbers; (4) the use of toll 
free numbers; (5) what steps the 
Commission should take, if any, to 
facilitate implementation of standards- 
based signaling between service 
providers; (6) the assignment of a single 
telephone number to multiple services; 
(7) multi-line telephone systems; (8) 
eligibility to obtain Internet-based TRS 
telephone numbers; (9) the regulatory 
treatment of IP CTS; (10) additional 
security measures designed to ensure 
the integrity of the TRS system and 
Internet-based TRS equipment and 
networks; (11) verification of 

registration; (12) application of the anti- 
slamming rules to protect relay 
consumers against unauthorized default 
provider changes; (13) the extent to 
which the CPNI rules should apply to 
Internet-based TRS providers; and (14) 
whether, and to what extent, in 
connection with the compensation of 
Internet-based TRS providers for their 
reasonable actual costs of complying 
with the Report and Order, the costs of 
acquiring numbers, including porting 
fees, should be passed on to Internet- 
based TRS users. 

911 Issues. The Commission seeks 
comment on whether the Commission 
should modify the call completion rule 
to allow for immediate answer of 911 
calls. Under the current call completion 
rule, if a CA is conducting a relay call, 
that CA may not terminate the call for 
any reason, even if a 911 call is waiting 
in queue. As demonstrated in the 
record, immediate response to 911 calls 
is critical so first responders can be 
deployed in an emergency. Thus, the 
Commission seeks comment on whether 
the call completion rule should be 
modified so that if a CA is handling a 
non-emergency relay call and identifies 
an incoming 911 call, the CA may 
terminate the existing call to answer the 
911 call immediately. If so, how should 
the rule be modified? What, if any, 
technical considerations must be 
addressed? 

In addition, if an Internet-based TRS 
user places an emergency call through 
an Internet-based TRS provider other 
than the Internet-based TRS user’s 
default provider, the default provider 
may not have access to the Internet- 
based TRS user’s Registered Location 
information. The Commission seeks 
comment on ways in which Registered 
Location information might be made 
available to alternative relay providers 
for the purpose of routing emergency 
calls. 

Registration Period. The Commission 
recognizes that there must be a 
registration period to allow existing 
Internet-based TRS users to register with 
a default provider, provide their 
Registered Location, and obtain their 
new ten-digit NANP telephone 
numbers. The Commission also seeks 
comment on the length of time 
necessary for this registration period. 
Should there be a cut-off date upon 
which any Internet-based TRS user who 
has not registered with a default 
provider will lose the ability to use 
Internet-based TRS services until they 
register with a default provider? Are 
there technical or other means by which 
Internet-based TRS providers could 
require an Internet-based TRS user to 
register prior to the reinitiation of 
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service? Are there any other issues the 
Commission must consider in 
connection with the registration period? 

Eligibility for Multiple Telephone 
Numbers. The Commission notes that 
Internet-based TRS providers will incur 
costs to acquire telephone numbers for 
their Registered Internet-based TRS 
users. There is some discussion in the 
record of how many numbers an 
Internet-based TRS user should be 
entitled to obtain from an Internet-based 
TRS provider, including allowing an 
Internet-based TRS user to obtain 
different numbers for use at particular 
locations (e.g., home and work), 
allowing one telephone number per 
device, and allowing one telephone 
number per household. The record does 
not, however, reflect a consensus on this 
issue, and the Commission requests 
further comment on whether Internet- 
based TRS users should be entitled to 
obtain multiple numbers, and if so at 
what cost. 

Use of Toll Free Numbers. The 
Commission acknowledges that certain 
Internet-based TRS users currently use 
toll free numbers issued or assigned by 
Internet-based TRS providers or other 
carriers and may continue to do so. The 
Commission seeks comment on whether 
these Internet-based TRS users should 
be subject to a fee for use of a toll free 
number, as are hearing users. The 
Commission also seeks comment on any 
other issues involved in using toll free 
numbers for Internet-based TRS, 
including any impact the use of such 
numbers may have on the provision of 
911 service. 

Signaling. NeuStar’s TRU proposes 
that standards-based signaling be 
required between service providers. 
NeuStar suggests that inter-provider 
signaling using Session Initiation 
Protocol (SIP) for TRS will facilitate a 
transition from the current requirement 
that end devices implement H.323 
protocols to an environment that will 
support H.323 standard and SIP end 
devices. The Commission invites 
comments on NeuStar’s underlying 
objective of transitioning to SIP-based 
end devices and steps the Commission 
could take to facilitate the process. The 
Commission also seeks comment on 
what steps, if any, it should take to 
facilitate implementation of standards- 
based signaling between service 
providers in other contexts, such as IP 
Relay. 

Assignment of a Single Telephone 
Number to Multiple Services. The 
Commission seeks comment on whether 
the functional equivalency standard 
requires that the numbering system 
adopted in the Report and Order allow 

for a single NANP number to be 
assigned to multiple services. 

Multi-Line Telephone Systems. The 
Commission seeks comment on what, if 
anything, the Commission should do to 
ensure that Internet-based TRS users 
who work in government buildings, live 
on college campuses, or otherwise use 
multi-line telephone systems have 
access to functionally equivalent 
telephone numbers and E911 services as 
required by the Report and Order. 

Eligibility to Obtain Internet-Based 
TRS Telephone Numbers. The 
Commission seeks comment on who 
should be eligible to obtain telephone 
numbers from Internet-based TRS 
providers. 

Regulatory Treatment of IP CTS. The 
Commission seeks comment on whether 
the Commission should extend the 
numbering system adopted in the 
Report and Order to IP CTS. 

Security. The Commission seeks 
comment on NeuStar’s proposals to 
require device registration, close 
firewalls, and ‘‘close the network’’ such 
that default Internet-based TRS 
providers only accept calls from their 
own Registered Internet-based TRS 
users, from the PSTN, or from another 
Internet-based TRS provider. See 
NeuStar Refresh Comments at pages 10– 
11. The Commission seeks further 
comment on whether there are other 
security issues and measures that 
should be considered to ensure the 
integrity of the TRS system and the 
equipment and networks of Internet- 
based TRS users. 

Verification of Registration. The 
Commission believes that requiring 
Internet-based TRS providers to offer 
their users a means of registering will 
help reduce the abuse of IP Relay for 
fraudulent purposes. Nonetheless, the 
Commission recognizes that 
significantly reducing illegitimate IP 
Relay calls should benefit merchants, 
Internet-based TRS providers, Internet- 
based TRS users, and indeed all users of 
telecommunications services, and 
therefore seek comment on further rules 
that might curb these problematic 
practices. Specifically, would a closed 
system requiring Internet-based TRS 
providers to validate the registration of 
users before completing non-emergency 
calls help curb IP Relay fraud? Would 
such a system be possible without 
imposing undue burdens on legitimate 
Internet-based TRS users? And how are 
Internet-based TRS providers to verify 
that registration information itself is not 
fraudulent? Absent such a mandatory 
system, should the Commission 
specifically encourage (or even require) 
Internet-based TRS providers to filter 
out requests for Internet-based TRS that 

come from suspected illegitimate users, 
such as known fraudsters or overseas 
users? 

Slamming Issues. With the 
Commission’s adoption of a ten-digit 
numbering mechanism for Internet- 
based TRS users, including giving users 
a choice of default Internet-based TRS 
providers to service their assigned 
numbers, the Commission believes the 
Commission should adopt rules to 
protect relay consumers against 
unauthorized default provider changes. 
The Commission seeks comment on 
whether such protections are necessary 
and, if so, whether they should be 
similar to the Commission’s current 
regulations to protect against, and 
remedy instances of, ‘‘slamming.’’ 

Consumer Privacy. The Commission 
seeks comment on what, if any, specific 
actions the Commission should take to 
ensure the privacy and security of TRS 
consumers’ call records or other 
personally identifiable account or usage 
information, including the information 
users provide in connection with the 
Registered Location requirement 
discussed in the Report and Order. 

Cost Recovery Issues. As outlined in 
the Report and Order, the Commission 
concludes that Internet-based TRS 
providers may seek compensation from 
the Fund for their actual reasonable 
costs of complying with the new 
requirements adopted in the Report and 
Order. The Commission has not 
included, however, those costs directly 
related to consumers’ acquiring a 
number or to the costs associated with 
number portability. Because these costs 
generally are borne by voice telephone 
users, the Commission seeks comment 
on whether Internet-based TRS users 
acquiring ten-digit numbers should also 
bear these costs. The Commission 
further seeks comment on whether, and 
to what extent, the costs of acquiring 
numbers, including porting fees, should 
be passed on to the Internet-based TRS 
users, and not paid for by the Fund. The 
Commission notes that because Internet- 
based TRS users will now have a default 
provider—e.g., the provider from which 
they obtained their number or a 
provider to which they ported their 
number—that provider can pass the 
costs of acquiring the number, or of 
porting the number, to the consumer. 
The Commission also seeks comment on 
whether there are other specific costs 
that result from the requirements 
adopted in the Report and Order that, 
mirroring voice telephone consumers, 
should be passed on to consumers, 
including, for example, E911 charges. 

VerDate Aug<31>2005 16:42 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00013 Fmt 4702 Sfmt 4702 E:\FR\FM\18JYP1.SGM 18JYP1rw
ilk

in
s 

on
 P

R
O

D
1P

C
63

 w
ith

 P
R

O
P

O
S

A
LS



41311 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

Initial Regulatory Flexibility 
Certification 

The Regulatory Flexibility Act of 
1980, as amended (RFA), requires that 
an initial regulatory flexibility analysis 
be prepared for notice-and-comment 
rulemaking proceedings, unless the 
agency certifies that ‘‘the rule will not, 
if promulgated, have a significant 
economic impact on a substantial 
number of small entities.’’ The RFA 
generally defines the term ‘‘small 
entity’’ as having the same meaning as 
the terms ‘‘small business,’’ ‘‘small 
organization,’’ and ‘‘small governmental 
jurisdiction.’’ In addition, the term 
‘‘small business’’ has the same meaning 
as the term ‘‘small business concern’’ 
under the Small Business Act. A ‘‘small 
business concern’’ is one that: (1) is 
independently owned and operated; (2) 
is not dominant in its field of operation; 
and (3) satisfies any additional criteria 
established by the Small Business 
Administration (SBA). 

In the FNPRM, the Commission seeks 
comment on additional issues relating 
to the assignment and administration of 
ten-digit telephone numbers for VRS 
and IP Relay users. For example, the 
Commission proposes a modification of 
the call completion requirement under 
the Commission’s TRS rules so that if a 
CA is handling a non-emergency relay 
call and identifies an incoming 911 call, 
the CA may terminate the existing call 
to immediately answer the 911 call. The 
Commission also seeks comment on 
ways in which Registered Location 
information might be made available to 
alternative relay providers for the 
purpose of routing emergency calls in 
the event that an Internet-based TRS 
user places an emergency call through 
an Internet-based TRS provider other 
than the user’s default provider. The 
Commission proposes a registration 
period to allow existing Internet-based 
TRS users to register with, and obtain a 
ten-digit NANP telephone number from, 
a default provider, and seeks comment 
on the appropriate length of such a 
period. The Commission also seeks 
comment on the eligibility of Internet- 
based TRS users for multiple telephone 
numbers; issues related to the use of 
toll-free numbers for Internet-based 
TRS; the assignment of a single 
telephone number to multiple services; 
who should be entitled to receive an 
Internet-based TRS telephone number; 
the appropriate regulatory treatment of 
IP CTS; and what, if anything, the 
Commission should do to ensure that 
Internet-based TRS users who use multi- 

line telephone systems have access to 
functionally equivalent telephone 
numbers and E911 services as required 
by the Report and Order. Further, the 
Commission seeks comment on the 
steps it should take, if any, to facilitate 
implementation of SIP-based signaling 
between service providers in order to 
make possible a transition from the 
current requirement that end devices 
implement H. 323 protocols to an 
environment that will support H. 323 
standard and SIP end devices. The 
Commission also contemplates security 
measures designed to ensure the 
integrity of the TRS system and the 
equipment and networks of Internet- 
based TRS users and seeks comment on 
what, if any, additional steps it might 
take to combat IP Relay fraud. The 
Commission further proposes the 
application of the Commission’s anti- 
slamming rules to protect relay 
consumers against unauthorized default 
provider changes, and the application of 
the Commission’s CPNI rules to protect 
the privacy of consumers’ call records or 
other personally identifiable account or 
usage information. Finally, the 
Commission proposes that the costs of 
acquiring ten-digit telephone numbers, 
and porting those numbers, should be 
passed on to Internet-based TRS users. 

The Commission considers whether 
the proposed changes are necessary to 
ensure that users of Internet-based TRS 
receive functionally equivalent 
telephone service, as mandated by Title 
IV of the Americans with Disabilities 
Act. Although the proposed changes 
may result in additional reporting and 
recordkeeping requirements on the part 
of the affected providers, including 
small entities, the providers will be 
promptly reimbursed from the Interstate 
TRS Fund for the costs of complying 
with the proposed rules, if adopted. 
Entities, especially small businesses, are 
encouraged to quantify the costs and 
benefits of any reporting requirement 
that may be established in this 
proceeding. The modifications the 
Commission proposes consist of policies 
aimed at achieving a functionally 
equivalent telephone service for 
Internet-based TRS users and are not 
expected to have a substantial economic 
impact upon providers, including small 
businesses, because each small business 
will receive financial compensation for 
reasonable costs incurred rather than 
absorb an uncompensated financial loss 
or hardship. 

With regard to whether a substantial 
number of small entities may be affected 

by the requirements proposed in the 
FNPRM, the Commission notes that, of 
the 11 providers affected by the FNPRM, 
only three meet the definition of a small 
entity. The SBA has developed a small 
business size standard for Wired 
Telecommunications Carriers, which 
consists of all such firms having 1,500 
or fewer employees. Currently, 11 
providers receive compensation from 
the Interstate TRS Fund for providing 
Internet-based TRS: AT&T Corp.; 
CSDVRS; CAC; GoAmerica; Hamilton 
Relay, Inc.; Hands On; Healinc; Nordia 
Inc.; Snap Telecommunications, Inc; 
Sorenson; and Sprint. Because only 
three of the providers that would be 
affected by the FNPRM, if adopted, are 
deemed to be small entities under the 
SBA’s small business size standard, the 
Commission concludes that the number 
of small entities potentially affected by 
the Commission’s proposed rules is not 
substantial. Moreover, given that all 
providers potentially affected by the 
proposed rules, including the three that 
are deemed to be small entities under 
the SBA’s standard, would be entitled to 
receive prompt reimbursement for their 
reasonable costs of compliance, the 
Commission concludes that the FNPRM, 
if adopted, will not have a significant 
economic impact on these small 
entities. 

Therefore, the Commission certifies 
that the proposals in the FNPRM, if 
adopted, will not have a significant 
economic impact on a substantial 
number of small entities. 

Ordering Clauses 

Pursuant to sections 1, 2, 4(i), 4(j), 
225, 251, and 303(r) of the 
Communications Act of 1934, as 
amended, 47 U.S.C. 151, 152, 154(i), 
154(j), 225, 251, 303(r), the Further 
Notice of Proposed Rulemaking is 
adopted. 

The Further Notice of Proposed 
Rulemaking shall be effective August 
18, 2008. 

The Commission’s Consumer and 
Governmental Affairs Bureau, Reference 
Information Center, Shall Send a copy 
of the Further Notice of Proposed 
Rulemaking, including the Initial 
Regulatory Flexibility Certification, to 
the Chief Counsel for Advocacy of the 
Small Business Administration. 
Federal Communications Commission. 
William F. Caton, 
Deputy Secretary. 
[FR Doc. E8–16270 Filed 7–17–08; 8:45 am] 
BILLING CODE 6712–01–P 
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DEPARTMENT OF AGRICULTURE 

Rural Utilities Service 

Minnkota Power Cooperative, Inc.: 
Notice of Intent To Hold Public 
Scoping Meetings and Prepare an 
Environmental Impact Statement 

AGENCY: Rural Utilities Service, USDA. 

ACTION: Notice of Intent to Hold Public 
Scoping Meetings and Prepare an 
Environmental Impact Statement. 

SUMMARY: The Rural Utilities Service 
(RUS), an Agency that delivers the 
United States Department of Agriculture 
(USDA) Rural Development Utilities 
Programs, hereinafter referred to as 
Rural Development and/or the Agency, 
intends to hold public scoping meetings 
and prepare an Environmental Impact 
Statement (EIS) in connection with 
possible impacts related to a proposed 
action by Minnkota Power Cooperative 
(Minnkota Power), Otter Tail Power 
Company, and Minnesota Power to 
construct a 230 kV electric transmission 
line from Bemidji to Grand Rapids, 
Minnesota. To minimize duplication of 
effort pursuant to 40 CFR 1506.2, Rural 
Development is conducting an 
environmental review for the proposed 
action jointly with the Minnesota 
Department of Commerce, Office of 
Energy Security (OES). Rural 
Development and OES will jointly 
prepare an environmental review 

document in compliance with federal 
responsibilities under the National 
Environmental Policy Act (NEPA) and 
other federal statutes and regulations, 
and state responsibilities under the 
Minnesota Environmental Policy Act 
and the Minnesota Power Plant Siting 
Act. 

DATES: USDA Rural Development and 
the State of Minnesota Department of 
Commerce OES will conduct six public 
scoping meetings in an open house 
format in order to provide information 
and solicit comments for the 
preparation of the joint EIS. 
Presentations on the proposed action 
will begin at the start of the second 
hour, followed by an opportunity for 
public comment. The public meetings 
will be held on the dates, times and 
locations provided below. All written 
questions and comments must be 
received by Rural Development or OES 
by August 29, 2008. 

PUBLIC SCOPING MEETINGS FOR THE PROPOSED ACTION TO CONSTRUCT A 230 KV TRANSMISSION LINE FROM BEMIDJI, 
MN TO GRAND RAPIDS, MN 

Date Time 
(central daylight time) Location 

August 11, 2008 ......................................... 5 p.m. CDT ................................................ Blackduck, Senior Center, 24 1st Street SE., 
Blackduck, MN 56630. 

August 12, 2008 ......................................... 5 p.m. CDT ................................................ Cass Lake, Palace Casino & Hotel, 16599 69th Ave-
nue, NW., Cass Lake, MN 56633. 

August 13, 2008 ......................................... 5 p.m. CDT ................................................ Deer River, Morse Town Hall, 32775 State Hwy 46, 
Deer River, MN 56636. 

August 14, 2008 ......................................... 1 p.m. CDT ................................................ Bemidji, Hampton Inn & Suites, 1019 Paul Bunyan 
Drive South, Bemidji, MN 56601. 

August 14, 2008 ......................................... 5 p.m. CDT ................................................ Bemidji, Hampton Inn & Suites, 1019 Paul Bunyan 
Drive South, Bemidji, MN 56601. 

August 15, 2008 ......................................... 9 a.m.–12 p.m. CDT ................................. Walker, Hiawatha Beach Resort, 10904 Steamboat 
Loop NW., Walker, MN 56484. 

ADDRESSES: To send comments or for 
further information, contact Barbara 
Britton, Environmental Protection 
Specialist, USDA Rural Development 
Utilities Programs, at 1400 
Independence Avenue, SW., Stop 1571, 
Washington, DC 20250–1571, telephone 
(202) 720–1414, fax: (202) 690–0629, 
e-mail Barbara.Britton@wdc.usda.gov or 
Suzanne Steinhauer, Project Manager, 
Minnesota Department of Commerce, 
Office of Energy Security, at 85 Seventh 
Place, Suite 500, Saint Paul, Minnesota 
55010, telephone (651) 296–2888, e-mail 
Suzanne.Steinhauer@state.mn.us. An 
Alternatives Evaluation Study (AES) 
and the Macro-Corridor Study (MCS) 
can be obtained from the Agency Web 

site at http://www.usda.gov/rus/water/ 
ees/ea.htm or by contacting Bob 
Lindholm of Minnesota Power at (888) 
373–4113, bemidjiinfo@capx2020.com, 
and at the public libraries listed below: 
Bemidji Public Library, 509 America 

Ave., NW., Bemidji, MN 56601. 
Cass Lake Community Library, 223 

Cedar Ave. NW., P.O. Box 836, Cass 
Lake, MN 56633. 

Grand Rapids Area Library, 140 NE 2nd 
Street, Grand Rapids, MN 55744. 

Blackduck Community Library, 72 First 
St., SE., P.O. Box 326, Blackduck, MN 
56630. 

Margaret Welch Memorial Library, P.O. 
Box 106, 5051 State 84, Longville, MN 
56655. 

Walker Public Library, 207 4th St., P.O. 
Box 550, Walker, MN 56484. 

Bovey Public Library, Village Hall, 402 
2nd Street, P.O. Box 130, Bovey, MN 
55709–0130. 

Coleraine Public Library, Independent 
Building, 203 Cole Avenue, P.O. Box 
225, Coleraine, MN 55722–0225. 

SUPPLEMENTARY INFORMATION: Minnkota 
Power, Otter Tail Power, and Minnesota 
Power propose to construct a new 
transmission line from Bemidji to Grand 
Rapids, Minnesota. The proposal is 
designed to correct a local load serving 
inadequacy for the Bemidji area and the 
northern Red River Valley in West 
Central Minnesota. It is part of the 
CapX2020 long-range planning effort 
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that has identified a comprehensive 
framework for new transmission 
infrastructure that will be needed to 
maintain reliability of the transmission 
system throughout Minnesota and the 
surrounding region. Minnkota Power, 
Otter Tail Power, and Minnesota Power 
are partners in this investment, and 
Minnkota Power is seeking financing 
from Rural Development Utilities 
Programs for its portion of the 
investment. 

Prior to making a financial decision 
about whether to provide financial 
assistance for a proposal, Rural 
Development is required to conduct an 
environmental review under the NEPA 
in accordance with the Agency policies 
and procedures codified in 7 CFR part 
1794. These regulations require the 
Agency to consider engineering 
alternatives including no action, load 
management, conservation measures, 
and reactive power supply and 
transmission line macro-corridor 
alternatives. This proposal is classified 
in 1794.24(b)(1) as an Environmental 
Assessment (EA) with a requirement for 
scoping meetings. 

The State of Minnesota requires that 
an EIS be prepared in association with 
a route permit in accordance with 
Chapter 216 E of the Minnesota Power 
Plant Siting Act and the Minnesota 
Environmental Policy Act. 

Rural Development and the State of 
Minnesota have agreed to be co-lead 
agencies on the proposal to prepare an 
EIS with the U.S. Forest Service, U.S. 
Army Corps of Engineers, and the U.S. 
Bureau for Indian Affairs participating 
as Cooperating Agencies. The Leech 
Lake Band of Ojibwe has been invited 
to participate as a Cooperating Agency. 

Using information from the 
Alternatives Evaluation Study (AES) 
and the Macro-Corridor Study (MCS) 
and considering input provided by 
government agencies, private 
organizations, and the public, Rural 
Development and OES, in consultation 
with the cooperating agencies, will 
determine the scope of the EIS. Notices 
announcing the availability of the Draft 
EIS will be published in the Federal 
Register and local newspapers. 

Any final action by the Agency 
related to the proposal will be subject 
to, contingent upon, and in compliance 
with all relevant Federal, State and local 
environmental laws and regulations, 
and completion of the environmental 
review requirements will be conducted 
as prescribed in the Rural Development 
regulations. 

Dated: July 15, 2008. 
Mark S. Plank, 
Director, Engineering and Environmental 
Staff, USDA/Rural Development/Utilities 
Programs. 
[FR Doc. E8–16493 Filed 7–17–08; 8:45 am] 
BILLING CODE 3410–15–P 

COMMITTEE FOR PURCHASE FROM 
PEOPLE WHO ARE BLIND OR 
SEVERELY DISABLED 

Procurement List; Proposed Additions 
and Deletions 

AGENCY: Committee for Purchase From 
People Who Are Blind or Severely 
Disabled. 
ACTION: Proposed Additions to and 
Deletions from the Procurement List. 

SUMMARY: The Committee is proposing 
to add to the Procurement List service(s) 
to be furnished by nonprofit agencies 
employing persons who are blind or 
have other severe disabilities, and to 
delete product(s) previously furnished 
by such agencies. 
COMMENTS MUST BE RECEIVED ON OR 
BEFORE: August 17, 2008. 
ADDRESSES: Committee for Purchase 
From People Who Are Blind or Severely 
Disabled, Jefferson Plaza 2, Suite 10800, 
1421 Jefferson Davis Highway, 
Arlington, Virginia 22202–3259. 
FOR FURTHER INFORMATION OR TO SUBMIT 
COMMENTS CONTACT: Kimberly M. Zeich, 
Telephone: (703) 603–7740, Fax: (703) 
603–0655, or e-mail 
CMTEFedReg@AbilityOne.gov. 

SUPPLEMENTARY INFORMATION: This 
notice is published pursuant to 41 
U.S.C. 47(a)(2) and 41 CFR 51–2.3. Its 
purpose is to provide interested persons 
an opportunity to submit comments on 
the proposed actions. 

Addition 

If the Committee approves the 
proposed additions, the entities of the 
Federal Government identified in this 
notice for each product or service will 
be required to procure the service(s) 
listed below from nonprofit agencies 
employing persons who are blind or 
have other severe disabilities. 

Regulatory Flexibility Act Certification 

I certify that the following action will 
not have a significant impact on a 
substantial number of small entities. 
The major factors considered for this 
certification were: 

1. If approved, the action will not 
result in any additional reporting, 
recordkeeping or other compliance 
requirements for small entities other 

than the small organizations that will 
furnish the service(s) to the 
Government. 

2. If approved, the action will result 
in authorizing small entities to furnish 
the service(s) to the Government. 

3. There are no known regulatory 
alternatives which would accomplish 
the objectives of the Javits-Wagner- 
O’Day Act (41 U.S.C. 46–48c) in 
connection with the service(s) proposed 
for addition to the Procurement List. 

Comments on this certification are 
invited. Commenters should identify the 
statement(s) underlying the certification 
on which they are providing additional 
information. 

End of Certification 
The following service(s) are proposed 

for addition to Procurement List for 
production by the nonprofit agencies 
listed: 

Services 

Service Type/Location: Mailroom Operations, 
Customs and Border Protection Laguna 
Niguel Facilities, 24000 Avila Road, 
Laguna Niguel, CA. 

NPA: Landmark Services, Inc., Santa Ana, 
CA. 

Contracting Activity: National Acquisition 
Center, Bureau of Customs and Border 
Protection, Department of Homeland 
Security. 

Deletions 

Regulatory Flexibility Act Certification 

I certify that the following action will 
not have a significant impact on a 
substantial number of small entities. 
The major factors considered for this 
certification were: 

1. If approved, the action may result 
in additional reporting, recordkeeping 
or other compliance requirements for 
small entities. 

2. If approved, the action may result 
in authorizing small entities to furnish 
the product(s) to the Government. 

3. There are no known regulatory 
alternatives which would accomplish 
the objectives of the Javits-Wagner- 
O’Day Act (41 U.S.C. 46–48c) in 
connection with the product(s) 
proposed for deletion from the 
Procurement List. 

End of Certification 

The following product(s) are proposed 
for deletion from the Procurement List: 

Products 

Transparency Film, Xerographic 

NSN: 7530–01–386–2376—Clear w/Strip. 
NPA: Industries for the Blind, Inc., 

Greensboro, NC. 
Contracting Activity: General Services 

Administration, Office Supplies & Paper 
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Products, Acquisition Ctr, New York 
City, NY. 

Brake Pad Assembly 
NSN: 2530–01–255–4215. 
NPA: Arizona Industries for the Blind, 

Phoenix, AZ. 
Contracting Activity: U.S. Army Tank- 

Automotive and Armaments Command, 
Rock Island, IL. 

Tracheotomy Care Kit 
NSN: 6515–01–174–8844. 
NPA: Washington-Greene County Branch, 

PAB, Washington, PA. 
Contracting Activity: Department of Veterans 

Affairs, National Acquisition Center, 
Hines, IL. 

Belt, Aircraft Safety 
NSN: 1680–00–163–1570. 
NPA: Arizona Industries for the Blind, 

Phoenix, AZ. 
Contracting Activity: Defense Supply Center 

Richmond, Richmond, VA. 

BioRenewable Cleaners 
NSN: 4510–00–NIB–0014—Waterless Hand 

Cleaner Dispenser. 
NSN: 8520–00–NIB–0094—BioRenewables 

Waterless Plus Hand Cleaner Refill. 
NSN: 8520–00–NIB–0095—BioRenewables 

Waterless Hand Cleaner Intro. 
NSN: 8520–00–NIB–0096—BioRenewables 

Waterless Hand Cleaner Refill. 
NSN: 8520–00–NIB–0097—BioRenewables 

Waterless Plus Hand Cleaner Intro. 
NPA: Susquehanna Association for the Blind 

and Visually Impaired, Lancaster, PA. 
Contracting Activity: General Services 

Administration, Southwest Supply 
Center, Fort Worth, TX. 

Kimberly M. Zeich, 
Director, Program Operations. 
[FR Doc. E8–16490 Filed 7–17–08; 8:45 am] 
BILLING CODE 6353–01–P 

COMMITTEE FOR PURCHASE FROM 
PEOPLE WHO ARE BLIND OR 
SEVERELY DISABLED 

Procurement List; Additions 

AGENCY: Committee for Purchase From 
People Who Are Blind or Severely 
Disabled. 
ACTION: Additions to the Procurement 
List. 

SUMMARY: This action adds to the 
Procurement List a product and services 
to be furnished by nonprofit agencies 
employing persons who are blind or 
have other severe disabilities. 
EFFECTIVE DATE: August 17, 2008. 
ADDRESSES: Committee for Purchase 
From People Who Are Blind or Severely 
Disabled, Jefferson Plaza 2, Suite 10800, 
1421 Jefferson Davis Highway, 
Arlington, Virginia 22202–3259. 
FOR FURTHER INFORMATION CONTACT: 
Kimberly M. Zeich, Telephone: (703) 

603–7740, Fax: (703) 603–0655, or 
e-mail CMTEFedReg@jwod.gov. 
SUPPLEMENTARY INFORMATION: On May 
23, 2008, the Committee for Purchase 
From People Who Are Blind or Severely 
Disabled, published notice (73 FR 
30046) of proposed additions to the 
Procurement List. 

After consideration of the material 
presented to it concerning capability of 
qualified nonprofit agencies to provide 
the product and services and impact of 
the additions on the current or most 
recent contractors, the Committee has 
determined that the product and 
services listed below are suitable for 
procurement by the Federal Government 
under 41 U.S.C. 46–48c and 41 CFR 51– 
2.4. 

Regulatory Flexibility Act Certification 

I certify that the following action will 
not have a significant impact on a 
substantial number of small entities. 
The major factors considered for this 
certification were: 

1. The action will not result in any 
additional reporting, recordkeeping or 
other compliance requirements for small 
entities other than the small 
organizations that will furnish the 
product and services to the Government. 

2. The action will result in 
authorizing small entities to furnish the 
product and services to the Government. 

3. There are no known regulatory 
alternatives which would accomplish 
the objectives of the Javits-Wagner- 
O’Day Act (41 U.S.C. 46–48c) in 
connection with the product and 
services proposed for addition to the 
Procurement List. 

End of Certification 

Accordingly, the following product 
and services are added to the 
Procurement List: 

Product 

Tape, Double-Sided 

NSN: 7510–00–NIB–0826. 
NSN: 7510–00–NIB–0827. 
Coverage: A-List for the total Government 

requirement as specified by the General 
Services Administration. 

NSN: 7510–00–NIB–0825. 
Coverage: B-List for the broad Government 

requirement as specified by the General 
Services Administration. 

NPA: Alphapointe Association for the Blind, 
Kansas City, MO. 

Contracting Activity: General Services 
Administration, Office Supplies & Paper 
Products Acquisition Ctr, New York, NY. 

Services 

Service Type/Location: Custodial Services, 
John F. Kennedy Space Center, NASA 
Kennedy Space Center, Kennedy Space 
Center, FL. 

NPA: Brevard Achievement Center, Inc., 
Rockledge, FL. 

Contracting Activity: Kennedy Space Center, 
Kennedy Space Center, FL. 

Service Type/Location: Food Service 
Attendant, Ohio Air National Guard 
Base, 179th Airlift Wing, 1947 
Harrington Memorial Road, Dining Hall 
Bldg 420B, Mansfield, OH. 

NPA: Rehabilitation Service of North Central 
Ohio, Inc., Mansfield, OH. 

Contracting Activity: Air National Guard, 
179th Airlift Group, Mansfield, OH. 

This action does not affect current 
contracts awarded prior to the effective 
date of this addition or options that may 
be exercised under those contracts. 

Kimberly M. Zeich, 
Director, Program Operations. 
[FR Doc. E8–16491 Filed 7–17–08; 8:45 am] 
BILLING CODE 6353–01–P 

COMMISSION ON CIVIL RIGHTS 

Sunshine Act Notice 

AGENCY: United States Commission on 
Civil Rights. 

ACTION: Notice of meeting. 

DATE AND TIME: Monday, July 28, 2008; 
10 a.m. 

PLACE: Meeting to be conducted via 
teleconference; Call in number: 800– 
597–7623. 

Meeting Agenda 

I. Approval of Agenda 
II. State Advisory Committee Issues 

• Arkansas SAC 
• Wisconsin SAC 

III. Program Planning 
• DOT Guidance Regarding 

Disadvantaged Business Enterprise 
(‘‘DBE’’) Program 

• Discussion of ABA Documents Held 
by the Department of Education 

IV. Management and Operations 
• Feasibility of Hiring Temporary 

Special Assistants 
• Discussion of FY2008 Spending 

Options 
V. Future Agenda Items 
VI. Adjourn 

CONTACT PERSON FOR FURTHER 
INFORMATION: Lenore Ostrowsky, Acting 
Chief, Public Affairs Unit (202) 376– 
8582. 

Dated: July 16, 2008. 
David Blackwood, 
General Counsel. 
[FR Doc. 08–1451 Filed 7–16–08; 3:26 pm] 
BILLING CODE 6335–01–P 
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DEPARTMENT OF COMMERCE 

Submission for OMB Review; 
Comment Request 

The Department of Commerce will 
submit to the Office of Management and 
Budget (OMB) for clearance the 
following proposal for collection of 
information under the provisions of the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35). 

Agency: National Oceanic and 
Atmospheric Administration (NOAA). 

Title: Fisheries Finance Program 
Requirements. 

Form Number(s): None. 
OMB Approval Number: 0648–0012. 
Type of Request: Regular submission. 
Burden Hours: 13,880. 
Number of Respondents: 1,735. 
Average Hours per Response: 8. 
Needs and Uses: NOAA operates a 

direct loan program to assist in 
financing certain actions relating to 
commercial fishing vessels, shoreside 
fishery facilities, aquaculture 
operations, and individual fishing 
quotas. Application information is 
required to determine eligibility 
pursuant to 50 CFR part 253 and the 
type and amount of assistance requested 
by the applicant. An annual financial 
statement is required from the recipients 
to monitor the financial status of the 
loan. 

Affected Public: Business or other for- 
profit organizations; individuals or 
households. 

Frequency: On occasion and annually. 
Respondent’s Obligation: Required to 

obtain or retain benefits. 
OMB Desk Officer: David Rostker, 

(202) 395–3897. 
Copies of the above information 

collection proposal can be obtained by 
calling or writing Diana Hynek, 
Departmental Paperwork Clearance 
Officer, (202) 482–0266, Department of 
Commerce, Room 6625, 14th and 
Constitution Avenue, NW., Washington, 
DC 20230 (or via the Internet at 
dHynek@doc.gov). 

Written comments and 
recommendations for the proposed 
information collection should be sent 
within 30 days of publication of this 
notice to David Rostker, OMB Desk 
Officer, FAX number (202) 395–7285, or 
David_Rostker@omb.eop.gov. 

Dated: July 14, 2008. 
Gwellnar Banks, 
Management Analyst, Office of the Chief 
Information Officer. 
[FR Doc. E8–16434 Filed 7–17–08; 8:45 am] 
BILLING CODE 3510–22–P 

DEPARTMENT OF COMMERCE 

Submission for OMB Review; 
Comment Request 

The Department of Commerce will 
submit to the Office of Management and 
Budget (OMB) for clearance the 
following proposal for collection of 
information under the provisions of the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35). 

National Oceanic and Atmospheric 
Administration (NOAA). 

Title: Seafood Inspection and 
Certification Requirements. 

Form Number(s): None. 
OMB Approval Number: 0648–0266. 
Type of Request: Regular submission. 
Burden Hours: 8,139. 
Number of Respondents: 3,339. 
Average Hours Per Response: 

Application for inspection services, 
application for appeal, and contract 
completion, 5 minutes; label and 
specification submission, 30 minutes; 
Hazard Analysis Critical Control Point 
(HACCP) participant application, 60 
hours; and HACCP current participants’ 
recordkeeping, 40 hours. 

Needs and Uses: The National Marine 
Fisheries Service (NMFS) operates a 
voluntary fee-for-service seafood 
inspection program (Program) under the 
authorities of the Agricultural Marketing 
Act of 1946, as amended, the Fish and 
Wildlife Act of 1956, and 
Reorganization Plan No. 4 of 1970. The 
regulations for the Program are 
contained in 50 CFR Part 260. The 
Program offers inspection grading, and 
certification services, including the use 
of official quality grade marks which 
indicate that specific products have 
been Federally inspected. Those 
wishing to participate in the Program 
must request the services and submit 
specific compliance information. 

Affected Public: Business or other for- 
profit organizations State, Local or 
Tribal Government. 

Frequency: On occasion. 
Respondent’s Obligation: Required to 

obtain or retain benefits. 
OMB Desk Officer: David Rostker, 

(202) 395–3897. 
Copies of the above information 

collection proposal can be obtained by 
calling or writing Diana Hynek, 
Departmental Paperwork Clearance 
Officer, (202) 482–0266, Department of 
Commerce, Room 6625, 14th and 
Constitution Avenue, NW., Washington, 
DC 20230 (or via the Internet at 
dHynek@doc.gov). 

Written comments and 
recommendations for the proposed 
information collection should be sent 
within 30 days of publication of this 

notice to David Rostker, OMB Desk 
Officer, FAX number (202) 395–7285, or 
David_Rostker@omb.eop.gov. 

Dated: July 14, 2008. 
Gwellnar Banks, 
Management Analyst, Office of the Chief 
Information Officer. 
[FR Doc. E8–16435 Filed 7–17–08; 8:45 am] 
BILLING CODE 3510–22–P 

DEPARTMENT OF COMMERCE 

Foreign–Trade Zones Board 

(Docket 10–2008) 

Foreign–Trade Zone 64 - Jacksonville, 
Florida, Application for Expansion, 
Correction/Clarification 

The Federal Register notice published 
on March 7, 2008 (73 FR 12374) 
describing the application by the 
Jacksonville Port Authority, grantee of 
FTZ 64, requesting authority to include 
Temporary Site 1A on a permanent 
basis and to expand the zone to include 
an additional site in Jacksonville is 
corrected as follows: 

In paragraph 3, the correct acreage for 
proposed Site 7 should read 47 acres. 

The applicant is also requesting 
authority to delete 47 acres from Site 3 
at the JPA Blount Island Terminal 
Complex, and Temporary Site 1A will 
be re–numbered as Site 8. 

Dated: July 11, 2008. 
Andrew McGilvray, 
Executive Secretary. 
[FR Doc. E8–16498 Filed 7–17–08; 8:45 am] 
Billing Code: 3510–DS–S 

DEPARTMENT OF COMMERCE 

International Trade Administration 

A–533–809 

Certain Forged Stainless Steel Flanges 
from India; Final Rescission of 
Antidumping Duty New Shipper 
Review 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
SUMMARY: On June 6, 2008, the 
Department of Commerce (the 
Department) published the preliminary 
intent to rescind the new shipper review 
of the antidumping duty order on 
certain forged stainless steel flanges 
(stainless steel flanges) from India 
manufactured by Hotmetal Forge (India) 
Pvt., Ltd. (Hotmetal) covering the period 
February 1, 2007, through July 31, 2007. 
See Certain Forged Stainless Steel 
Flanges from India; Preliminary Intent 
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1 Tee posts are made by rolling red hot steel into 
a ‘‘T’’ shape. These posts do not have tabs or holes 
to help secure fencing to them and have primarily 
farm and industrial uses. 

to Rescind New Shipper Review, 73 FR 
32291 (June 6, 2008) (Preliminary 
Intent). As we received no comments or 
new information after the publication of 
the Preliminary Intent, we have made no 
changes to our preliminary decision to 
rescind the new shipper review. 

EFFECTIVE DATE: July 18, 2008. 

FOR FURTHER INFORMATION CONTACT: Fred 
Baker or Robert James, AD/CVD 
Operations, Office 7, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue, NW, Washington, DC 20230; 
telephone: (202) 482–2924 or (202) 482– 
0649, respectively. 

SUPPLEMENTARY INFORMATION: 

Background 

On June 6, 2008, the Department 
published the Preliminary Intent. We 
invited comments to comment on the 
Preliminary Intent, and received no 
comments. 

Period of Review 

The period of review (POR) is 
February 1, 2007, to July 31, 2007. 

Rescission of New Shipper Review 

In the Preliminary Intent, we stated 
that we intended to rescind the review 
with respect to Hotmetal because we 
had determined, based on the totality of 
the circumstances, that Hotmetal’s U.S. 
sales were not bona fide. See 
Preliminary Intent at 32291. Hotmetal 
submitted no comments, and we have 
found no basis for changing the 
determination announced in the 
Preliminary Intent. Therefore we are 
rescinding the new shipper review. 

Assessment of Antidumping Duties 

A cash deposit of 162.14 percent shall 
be collected for any entries produced/ 
exported by Hotmetal. The Department 
will issue appropriate assessment 
instructions directly to CBP fifteen days 
after the publication of this notice. 

Notification to Interested Parties 

This notice also serves as a final 
reminder to importers of their 
responsibility under 19 CFR 
351.402(f)(2) to file a certificate 
regarding the reimbursement of 
antidumping duties prior to liquidation 
of the relevant entries during this 
review period. Failure to comply with 
this requirement could result in the 
Department’s presumption that 
reimbursement of antidumping duties 
occurred, and the subsequent 
assessment of double antidumping 
duties. 

We are issuing and publishing this 
notice in accordance with sections 
751(a)(1) and 777(i)(1) of the Tariff Act. 

Dated: July 14, 2008. 
David M. Spooner, 
Assistant Secretaryfor Import Administration. 
[FR Doc. E8–16497 Filed 7–17–08; 8:45 am] 
BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

International Trade Administration 

A–570–877 

Lawn and Garden Steel Fence Posts 
from the People’s Republic of China: 
Final Results of Sunset Review and 
Revocation of Antidumping Duty Order 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
SUMMARY: On May 2, 2007, the 
Department of Commerce (‘‘the 
Department’’) initiated the sunset 
review of the antidumping duty order 
on lawn and garden steel fence posts 
(‘‘fence posts’’) from the People’s 
Republic of China (‘‘PRC’’). Because the 
domestic interested parties did not 
participate in the sunset review, the 
Department is revoking the antidumping 
duty order. 
EFFECTIVE DATE: June 12, 2008 
FOR FURTHER INFORMATION CONTACT: 
Andrea Staebler Berton or Juanita Chen 
AD/CVD Operations, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue, NW, Washington, DC 20230; 
telephone: (202) 482–4037 and (202) 
482–1904. 
SUPPLEMENTARY INFORMATION: 

Background 
On June 12, 2003, the Department 

issued an antidumping duty order on 
fence posts from the PRC. See Notice of 
Antidumping Duty Order: Lawn and 
Garden Steel Fence Posts from the 
People’s Republic of China, 68 FR 35197 
(June 12, 2003). Pursuant to section 
751(c) the Tariff Act of 1930, as 
amended (‘‘the Act’’), and 19 CFR 
351.218, the Department initiated the 
sunset review of this order. See 
Initiation of Five-year (‘‘Sunset’’) 
Review, 73 FR 24222 (May 2, 2008). The 
Department did not receive a notice of 
intent to participate in the sunset review 
from domestic interested parties by the 
deadline date. See 19 CFR 
351.218(d)(1)(i). As a result, the 
Department determined that no 
domestic party intends to participate in 
the sunset review. On May 22, 2008, the 

Department notified the International 
Trade Commission of its intent to issue 
a final determination revoking this 
antidumping duty order. 

Scope of the Order 
The products covered by this order 

consist of all ‘‘U’’ shaped or ‘‘hat’’ 
shaped lawn and garden fence posts 
made of steel and/or any other metal, 
weighing 1 pound or less per foot, and 
produced in the PRC. The fence posts 
included within the scope of this order 
weigh up to 1 pound per foot and are 
made of steel and/or any other metal. 
Imports of these products are classified 
under the following categories: fence 
posts, studded with corrugations, knobs, 
studs, notches or similar protrusions 
with or without anchor posts and 
exclude round or square tubing or pipes. 

These posts are normally made in two 
different classes, light and heavy duty. 
Light duty lawn and garden fence posts 
are normally made of 14 gauge steel 
(0.068 inches--0.082 inches thick), 1.75 
inches wide, in 3, 4, 5, or 6 foot lengths. 
These posts normally weigh 
approximately 0.45 pounds per foot and 
are packaged in mini–bundles of 10 
posts and master bundles of 400 posts. 
Heavy duty lawn and garden steel fence 
posts are normally made of 13 gauge 
steel (0.082 inches--0.095 inches thick), 
3 inches wide, in 5, 6, 7, and 8 foot 
lengths. Heavy duty posts normally 
weigh approximately 0.90 pounds per 
foot and are packaged in mini–bundles 
of 5 and master bundles of 200. Both 
light duty and heavy duty posts are 
included within the scope of the order. 

Imports of these products are 
classified under the Harmonized Tariff 
Schedule of the United States 
(‘‘HTSUS’’) subheading 7326.90.85.35. 
Fence posts classified under subheading 
7308.90 are also included within the 
scope of the order if the fence posts are 
made of steel and/or metal. 

Specifically excluded from the scope 
are other posts made of steel and/or 
other metal including ‘‘tee’’ posts, farm 
posts, and sign posts, regardless of 
weight.1 Although the HTSUS 
subheadings are provided for 
convenience and customs purposes, the 
written description of the scope of the 
order is dispositive. 

Determination to Revoke 
Pursuant to section 751(c)(3)(A) of the 

Act and 19 CFR 351.218(d)(1)(iii)(B)(3), 
if no domestic interested party responds 
to the notice of initiation, the 
Department shall issue a final 
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determination revoking the order within 
90 days after the initiation of the review. 
Because no domestic interested party 
filed a notice of intent to participate or 
a substantive response, the Department 
finds that no domestic interested party 
is participating in this review; therefore, 
we are revoking this antidumping duty 
order. Pursuant to section 751(c)(3)(A) 
of the Act and 19 CFR 351.222(i)(2)(i), 
the effective date of revocation is June 
12, 2008 (i.e., the fifth anniversary of the 
date of publication in the Federal 
Register of the notice of the 
antidumping duty order). The 
Department will instruct U.S. Customs 
and Border Protection to terminate the 
suspension of liquidation and collection 
of cash deposits on entries of the subject 
merchandise entered or withdrawn from 
warehouse on or after June 12, 2008. 
Entries of subject merchandise prior to 
the effective date of revocation will 
continue to be subject to suspension of 
liquidation and antidumping duty 
deposit requirements. The Department 
will complete any pending 
administrative reviews of this order and 
will conduct administrative reviews of 
subject merchandise entered prior to the 
effective date of revocation in response 
to appropriately filed requests for 
review. 

This five-year sunset review and 
notice are in accordance with section 
751(c)(3)(A) and published pursuant to 
section 777(i)(1) of the Act. 

Dated: June 30, 2008. 
David M. Spooner, 
Assistant Secretary for Import 
Administration. 
[FR Doc. E8–16495 Filed 7–17–08; 8:45 am] 
BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

RIN: 0648–XJ12 

Mid-Atlantic Fishery Management 
Council; Public Meetings 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Notice of public meetings. 

SUMMARY: The Mid-Atlantic Fishery 
Management Council (Council), its 
Squid, Mackerel, Butterfish Committee; 
its Research Set-Aside (RSA) 
Committee; its Bycatch/Limited Access 
Privilege Program (LAPP) Committee; 
and, its Protected Resources Committee 
will hold public meetings. 

DATES: The meetings will be held 
Monday, August 4, 2008 through 
Thursday, August 7, 2008. See 
SUPPLEMENTARY INFORMATION for specific 
meeting dates and times. 
ADDRESSES: Renaissance Philadelphia 
Hotel, 500 Stevens Drive, Philadelphia, 
PA 19113; telephone: (610) 521–5900. 

Council address: Mid-Atlantic Fishery 
Management Council, 300 S. New St., 
Room 2115, Dover, DE 19904; 
telephone: (302) 674–2331. 
FOR FURTHER INFORMATION CONTACT: 
Daniel T. Furlong, Executive Director, 
Mid-Atlantic Fishery Management 
Council; telephone: (302) 674–2331 ext. 
19. 
SUPPLEMENTARY INFORMATION: 

Monday, August 4, 2008 

8 a.m. until noon - The Squid, 
Mackerel, Butterfish Committee will 
meet. 

1 p.m. until 4 p.m. - The Research Set- 
Aside Committee will meet in closed 
session with officials from NMFS. 

4 p.m. until 5 p.m. - The Bycatch/ 
LAPP Committee will meet. 

Tuesday, August 5, 2008 

8:30 a.m. until 10 a.m. - The Squid, 
Mackerel, Butterfish Committee will 
meet. 

10 a.m. until noon - The Council will 
convene and receive presentations by 
NMFS officials regarding the Proposed 
Rule to modify National Standard 1 
Guidelines and the outcome of the 47th 
Stock Assessment Review. 

1 p.m. until 2:30 p.m. - The Council 
will consider approving Amendment 10 
to the Squid, Mackerel, and Butterfish 
FMP for Secretarial submission. 

2:30 p.m. until 5:30 p.m. - The 
Council will convene jointly with the 
Atlantic States Marine Fisheries 
Commission’s (ASMFC) Summer 
Flounder, Scup, and Black Sea Bass 
Board. 

Wednesday, August 6, 2008 

8 a.m. until 5:30 p.m. - The Council 
will convene jointly with the Atlantic 
States Marine Fisheries Commission’s 
(ASMFC) Summer Flounder, Scup, and 
Black Sea Bass Board. 

Thursday, August 7, 2008 

8 a.m. until 9 a.m. - The Protected 
Resources Committee will meet. 

9 a.m. - The Council will convene to 
discuss Framework 2 to the Dogfish 
FMP; receive Committee reports; receive 
an update from NMFS officials on the 
Status of the Marine Recreational 
Information Program (MRIP); and, 
conduct any continuing or new 
business. 

Agenda items by day for the Council’s 
Committees and the Council itself are: 

Monday, August 4 - the Squid, 
Mackerel, and Butterfish Committee 
will review public comments and 
develop preferred alternatives for 
Council consideration and action 
regarding submission of Amendment 10 
for Secretarial action. The Bycatch/ 
LAPP Committee will receive an update 
on the status of the draft of the bycatch 
pamphlet for catch and release 
practices, and address prioritizing 
bycatch information needs. 

Tuesday, August 5 - The Squid, 
Mackerel, and Butterfish Committee 
will meet to review and consider 
qualifying criteria to be used in the 
mackerel limited entry system that is 
being addressed in Amendment 11. The 
Council will convene for a presentation 
by NMFS officials regarding the 
proposed rule to modify National 
Standard 1 guidelines for Annual Catch 
Limits (ACL) and Accountability 
Measures (AM). The Council will 
receive a report on the results of the 
47th Stock Assessment Review 
including opinions of members of the 
Center for Independent Expertise’s (CIE) 
regarding the SAW reports on summer 
flounder that served as the basis for the 
47th Stock Assessment Review. The 
Council will vote to approve (or not) 
Amendment 10 to the Squid, Mackerel, 
and Butterfish FMP for Secretarial 
submission. The Council will then meet 
jointly with the Atlantic States Marine 
Fisheries Commission’s Summer 
Flounder, Scup, and Black Sea Bass 
Boards to review the Scientific and 
Statistical Committee’s and the Scup 
Monitoring Committee’s 
recommendations regarding proposed 
scup harvest levels and commercial 
management measures for the 2009 
fishing year, and then adopt its 
recommendations for the harvest levels 
and commercial management measures 
for the 2009 scup fishery. 

Wednesday, August 6 - the Council 
will convene and meet jointly with the 
Atlantic States Marine Fisheries 
Commission’s Summer Flounder, Scup, 
Black Sea Bass, and Bluefish Boards to 
review the Scientific and Statistical 
Committee’s and the Summer Flounder, 
Black Sea Bass, and Bluefish Monitoring 
Committee’s recommendations 
regarding the summer flounder, black 
sea bass, and bluefish proposed harvest 
levels and commercial management 
measures for the 2009 fishing year, and 
then adopt its recommendations for the 
summer flounder, scup, black sea bass, 
and bluefish harvest levels and 
commercial management measures for 
these fisheries in 2009. 
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Thursday, August 7 - the Protected 
Resources Committee will review 
NMFS’ proposed list of fisheries (LOF) 
and develop comments for Council 
consideration and action. The Council 
will convene to review and discuss 
proposed measures (adjustment 
mechanism for stock status 
determination criteria) for Framework 2 
to the Dogfish FMP; report on regular 
business; receive an update on the 
status of NMFS’ MRIP; receive 
Committee Reports; and, consider and 
address any continuing or new business. 

Although non-emergency issues not 
contained in this agenda may come 
before the Council for discussion, these 
issues may not be the subject of formal 
Council action during these meetings. 
Council action will be restricted to those 
issues specifically listed in this notice 
and any issues arising after publication 
of this notice that require emergency 
action under Section 305(c) of the 
Magnuson-Stevens Act, provided the 
public has been notified of the Council’s 
intent to take final action to address 
such emergencies. 

Special Accommodations 
These meetings are physically 

accessible to people with disabilities. 
Requests for sign language 
interpretation or other auxiliary aid 
should be directed to M. Jan Bryan, 
(302) 674–2331 ext 18, at least 5 days 
prior to the meeting date. 

Dated: July 15, 2008. 
Tracey L. Thompson, 
Acting Director, Office of Sustainable 
Fisheries, National Marine Fisheries Service. 
[FR Doc. E8–16436 Filed 7–17–08; 8:45 am] 
BILLING CODE 3510–22–S 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

RIN 0648–XG36 

Small Takes of Marine Mammals 
Incidental to Specified Activities; Port 
of Anchorage Marine Terminal 
Redevelopment Project, Anchorage, 
Alaska 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Notice; issuance of incidental 
harassment authorization. 

SUMMARY: In accordance with the 
regulations implementing the Marine 
Mammal Protection Act (MMPA), 
notification is hereby given that NMFS 
has issued an Incidental Harassment 

Authorization (IHA), to the Port of 
Anchorage (herein after ‘‘Port’’) and the 
U.S. Department of Transportation 
Maritime Administration (herein after 
‘‘MARAD’’) to take small numbers of 
marine mammals, by Level B 
harassment, incidental to the first year 
of construction of its Marine Terminal 
Redevelopment Project (herein after 
‘‘Project’’) at the Port, Anchorage, 
Alaska. 

DATES: Effective from July 15, 2008 – 
July 14, 2009. 
ADDRESSES: A copy of the IHA, 
application, and Environmental 
Assessment (EA) prepared for this 
action are available by writing to 
Michael Payne, Chief, Permits, 
Conservation, and Education Division, 
Office of Protected Resources (OPR), 
National Marine Fisheries Service, 1315 
East-West Highway, Silver Spring, MD 
20910–3225, or by telephoning the 
contact listed here (FOR FURTHER 
INFORMATION CONTACT) or online at: 
http://www.nmfs.noaa.gov/pr/permits/ 
incidental.htm. Documents cited in this 
notice may be viewed, by appointment, 
during regular business hours, at the 
aforementioned address. 
FOR FURTHER INFORMATION CONTACT: 
Jaclyn Daly or Jolie Harrison, Office of 
Protected Resources, NMFS, (301) 713– 
2289. 
SUPPLEMENTARY INFORMATION: 

Background 

Sections 101(a)(5)(A) and (D) of the 
MMPA (16 U.S.C. 1361 et seq.) direct 
the Secretary of Commerce (Secretary) 
to allow, upon request, the incidental, 
but not intentional, taking of marine 
mammals by U.S. citizens who engage 
in a specified activity (other than 
commercial fishing) if certain findings 
are made and regulations are issued or, 
if the taking is limited to harassment, 
notice of a proposed authorization is 
provided to the public for review. 

Authorization for incidental takings 
may be granted if NMFS finds that the 
taking will have a negligible impact on 
the species or stock(s), will not have an 
unmitigable adverse impact on the 
availability of the species or stock(s) for 
certain subsistence uses, and if the 
permissible methods of taking and 
requirements pertaining to the 
mitigation, monitoring and reporting of 
such taking are set forth. NMFS has 
defined ‘‘negligible impact’’ in 50 CFR 
216.103 as: an impact resulting from the 
specified activity that cannot be 
reasonably expected to, and is not 
reasonably likely to, adversely affect the 
species or stock through effects on 
annual rates of recruitment or survival. 

Under 50 CFR 216.104(b) of NMFS’ 
implementing regulations for the 
MMPA, NMFS must publish in the 
Federal Register a notice of a proposed 
IHA or a notice of receipt for a request 
for the implementation of regulations 
governing the incidental taking. 
Information gathered during the 
associated comment period is 
considered by NMFS in developing, if 
appropriate, IHAs and regulations 
governing the issuance of Letters of 
Authorizations (LOAs) for the proposed 
activity. 

Summary of Request 
On February 20, 2008, NMFS received 

a complete application from the Port 
and MARAD requesting a one-year IHA 
to take, by Level B harassment, up to 34 
Cook Inlet beluga whales 
(Delphinapterus leucas), 20 harbor seals 
(Phoca vitulina), 20 harbor porpoises 
(Phocoena phocoena), and 20 killer 
whales (Orcinus orca) incidental to the 
Project. The content and proposed 
mitigation in the application was a 
result of numerous discussions between 
the applicants and NMFS. Harassment 
to marine mammals could result from 
exposure to noise from pile driving. 
While dredging and use of other heavy 
machinery (tugs, dump scowls, barge 
mounted hydraulic excavators or 
clamshell equipment) are also 
associated with the Project, these 
activities are not expected to result in 
harassment as marine mammals, in 
particular beluga whales. 

NMFS prepared an EA for the 
proposed action which thoroughly 
analyzes and discusses potential 
impacts on marine mammals and their 
habitat from the Project. Harassment 
from pile driving associated with the 
Project may result in short-term, mild to 
moderate behavioral and physiological 
responses. Anticipated behavioral 
reactions of marine mammals include 
altered headings, fast swimming, 
changes in dive, surfacing, respiration, 
and feeding patterns, and changes in 
vocalizations. Physiological impacts are 
expected to be mild stress responses. 
However, NMFS has determined 
harassment would be limited to Level B, 
will result in a negligible impact to 
affected marine mammal species or 
stocks, and will not have an unmitigable 
adverse impact on the availability of 
such species or stock for the taking for 
subsistence purposes. 

Specified Activities 
A detailed description of the Project 

can be found in the application and the 
NMFS prepared EA. However, for 
purposes of this notice, a summary of 
activities is provided. According to the 
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application, the Project is designed to 
upgrade and expand the Port by 
replacing aging and obsolete structures 
and provide additional dock and 
backland areas. Located on the east bank 
of Knik Arm in upper Cook Inlet, the 
129–acre port is operating at or above 
sustainable practical capacity. The 
expansion of the Port is necessary to 
adequately support the economic 
growth of Anchorage and the state of 
Alaska through 2025. The port currently 
serves 80 percent of Alaska’s populated 
area, and it handles over 90 percent of 
consumer goods sold within the 
Alaskan Railroad distribution area (the 
Alaska Railroad runs from Seward 
through Anchorage, Denali, and 
Fairbanks to North Pole, with spurs to 
Whittier and Palmer (locally known as 
‘‘The Railbelt’’). 

According to the application, the 
existing dock can no longer be widened 
nor salvaged due to its advanced age 
and state of disrepair. The dock 
supporting the three cranes today was 
completed in 1961. Its projected life 
expectancy was 25–30 years; therefore, 
a new port is in order. Construction 
necessitates use of impact and vibratory 
pile drivers to install open cell sheet, 36 
inch steal, and H- piles to construct the 
waterfront bulkhead structure that will 
facilitate increased dock space and the 
fendering system. In-water pile driving 
would occur between April- October, 
annually, until the new port is 
completed (2012). The new dock face 
will include 7,430 ft (2,265 m) of 
vertical sheet pile wharf and 470 ft (143 
m) for a dry barge berth; however, the 
entire sheet pile wall will extend 9,893 
ft (3,015 m) parallel to the shore. The 
completed marine terminal will include 
seven modern dedicated ship berths; 
two dedicated barge berths; rail access; 
modern shore-side facilities; equipment 
to accommodate cruise passengers, 
cement bulk, roll on/roll off and load 
on/load off cargo, containers, general 
cargo, Stryker Brigade Combat Team 
deployments, general cargo on barges, 

and petroleum, oils, and lubricants; and 
additional land area to support 
expanding military and commercial 
operations. 

Installation of the sheet pile is a 
multi-phased process and requires the 
use of impact and vibratory pile driving. 
The process is as follows: (1) a template 
defining the curvature and shape of the 
cell face is placed on the ocean floor in 
the correct location; (2) the template is 
secured in place using up to four 
temporary pipe-piles, approximate 
driving time for each pile is 5 minutes; 
(3) adjacent sheet piles are then placed 
and ‘‘stabbed’’ over approximately half 
of the template, less if tidal currents are 
high at the time. Stabbing involves 
driving the pile a nominally short 
distance at reduced hammer energy to 
set the bottom of the pile deep enough 
into the soil to hold it in place while the 
next adjacent pile is started. Stabbing 
depths would be less than five feet, at 
reduced vibratory hammer energy; (4) 
once a pile-group is ‘‘set’’ on the 
template, the piles are driven in a stair- 
step method advancing one pile five 
feet, then moving the hammer to the 
next pile, advancing that pile five feet, 
moving to the next and so on. This 
process is repeated at 5–foot intervals 
without resting until all the sheet piles 
are at design depth. Advancing the sheet 
pile in increments reduces driving 
strain on the interlocks and provides 
better vertical placement control; (5) the 
next sheet pile-group is then ‘‘set’’ on 
the template with reduced energy in the 
adjacent location and the process 
repeated; and (6) tail walls that are 
driven in-water may similarly be driven 
in groups as well. During the ‘‘stabbing’’ 
process, the Port has indicated that 
shut-down is not practicable. If the 
sheet pile wall is not secured in the 
ground before ceasing pile driving, it 
could easily break free, especially 
during periods of stronger currents. A 
free-floating sheet pile is both dangerous 
to the construction workers and could 
become a navigational hazard. 

Therefore, mitigation measures would 
apply to all pile driving operations 
except during the stabbing phase when 
a low, reduced energy vibratory hammer 
is used. 

The Port has indicated that 
approximately 550 hours of impact pile 
driving and 368 hours of vibratory pile 
driving will occur during the IHA 
timeframe. Using the best scientific data 
available, NMFS has determined that 
Level A harassment could occur if a 
pinniped or cetacean is exposed to 
sound levels at or above 190 and 180 dB 
re 1 micro Pascal, respectively. For 
pulsed sounds, such as impact pile 
driving, exposure to sound levels at or 
above 160 dB re 1 micro Pascal (but 
below Level A harassment thresholds) 
could result in Level B harassment. For 
continuous noise (non-pulsed), such a 
vibratory pile driving, the Level B 
harassment threshold is 120 dB re 1 
micro Pascal. Based on an acoustic 
study conducted at the Port in October 
2007, it is expected that average sound 
levels of impact driving will be 
approximately 177 dB re 1 micro Pascal 
at 19m in the frequency range of 100– 
15,000 Hz and vibratory pile driving 
sounds will be approximately 162 dB re 
1 micro Pascal at 20m in the frequency 
range of 400–2,500 Hz. Further 
empirical data were collected to identify 
Level A and Level B harassment 
isopleths (Figure 1). For impact pile 
driving, the 190, 180, and 160 dB re 1 
micro Pascal isopleths are 
approximately 10m, 20m, and 350m 
from the pile hammer. Vibratory driving 
isopleths for 190 and 180 dB re 1 micro 
Pascal are both less than 10m, and 120 
dB re 1 micro Pascal is 800m from the 
pile hammer. For comparative purposes, 
the distance across the Arm from the 
Port to Port MacKenzie (on the west side 
of Knik Arm) is approximately 4.88 km. 
The distance to the west bank directly 
across the Arm from the Port is 
approximately 4.17 km. 
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BILLING CODE 3510–22✖C 

Marine Mammals and Habitat Affected 
by the Activity 

Cook Inlet is utilized by several 
species of marine mammals; however, 
upper Cook Inlet marine mammal 
species diversity is limited. The Cook 
Inlet beluga whale is the most prevalent 
marine mammal in the action area. 
Harbor seals, harbor porpoises, and 
killer whales are also found in upper 
Cook Inlet but sporadically and in low 
density. While Steller’s sea lions 
(Eumetopias jubatus) are present in 
lower Cook Inlet to some degree, there 
have been no reported sightings of this 
species in Knik Arm. Only four Steller 
sea lions have been sighted since 1999 
in the Susitina Rive mouth area (Barbara 
Mahoney, personal communications, 
June 20, 2008); therefore, Steller’s sea 
lions are not anticipated to be affected 
by the Project and will not be included 
in any MMPA authorization for the 
proposed action nor considered in more 
detail in this analysis. More information 
on Alaskan marine mammals can be 
found at (http://www.fakr.noaa.gov/ 
protectedresources. 

Beluga Whales 
A detailed description of Cook Inlet 

beluga whales can be found in the 
application, EA, and the proposed IHA 

Federal Register notice (73 FR 14443, 
March 18, 2008) and summaries of 
status, distribution, habitat use, and 
hearing are provided here. The Cook 
Inlet beluga whale population is a 
discrete population comprised of 
approximately 375 individuals (NMFS, 
unpubl. data) as of 2008. This stock was 
listed as depleted under the MMPA and 
was proposed for listing as endangered 
under the ESA on April 20, 2007 (72 FR 
19854). On April 22, 2008, NMFS 
published a notice in the Federal 
Register announcing a 6–month 
extension (to October 20, 2008 ) on the 
determination for listing the Cook Inlet 
beluga whale DPS as endangered under 
the ESA (73 FR 21578). 

In general, Cook Inlet beluga whales 
utilize Knik Arm during the spring, 
summer, and fall months and retreat to 
lower, ice-free portions of Cook Inlet 
during the winter. From April through 
November whales concentrate at river 
mouths and tidal flat areas, moving in 
and out with the tides (Rugh et al., 
2000). In Knik Arm, beluga whales 
generally are observed arriving in May 
and often use the area all summer, 
feeding on the various salmon runs and 
moving with the tides. There is more 
intensive use of Knik Arm in August 
and through the fall, coinciding with the 
coho salmon run. Whales will gather in 

Eagle Bay (approximately 16 km north 
of the Port) and elsewhere on the east 
side of Knik Arm on the low tide. 
During high tides, beluga whales are 
generally concentrated around prime 
feeding habitats in the upper reaches of 
the Arm. No prime feeding habitats are 
located directly around the Port. 

Beluga whales frequently move in and 
out of deeper water and between 
feeding, calving, and nursery areas 
throughout the mid and upper Inlet. 
Open access to and between these areas 
is important. Knik Arm, Turnagain Arm, 
Chickaloon River and the Susitna River 
delta areas are used extensively. Besides 
localized prime foraging areas, it is 
possible these sites provide for other 
biological needs such as calving or 
molting but this has not been confirmed. 
Such use of habitat has been reported 
elsewhere in Alaska, although there is 
not adequate information to identify 
these calving and molting habitat 
attributes to Knik Arm. Further, only the 
upper reaches of Knik Arm, beginning at 
Eagle Bay, have been identified as prime 
foraging area, not the area around the 
Port. 

Opportunistic beluga whale sightings 
at or near the Port have been reported 
for years to the NMFS Alaska Region 
(AKR) (NMFS, unpubl. data). Sighting 
data have been collected by Port 
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authorities on land or crew aboard 
commercial vessels (e.g., tugs). 
Although behavioral data were not 
collected for all sightings, available 
reports indicate that traveling is the 
prevalent behavior of beluga whales 
around the Port. Out of the 60 sightings 
that had behavioral data associated with 
them, 47 groups, including individuals, 
were reported traveling. Other behaviors 
noted included feeding (n=4), possible 
feeding (n=2), transversing Knik Arm 
(n=3), and association with vessels 
(n=4) where n is equal to the number of 
groups sighted. Interestingly, two 
groups associated with vessels were 
highly vocal and the crew reported 
vocalization resonating though the tug. 
Based on these data, habitat use around 
the Port from April- October has been 
determined to be primarily traveling. 
Whales are using this area as a corridor 
to access the upper reaches of Knik Arm 
where fish runs are prevalent in the 
summer months. Dedicated beluga 
whale surveys around the Port have also 
indicated that the greatest use of habitat 
around the Port is during or around low 
tide (Funk et al., 2005, Ramos et al., 
2006, Cornick and Kendall, 2007). 

Beluga whales are characterized as 
mid-frequency odontocetes but are able 
to hear an unusually wide range of 
frequencies, covering most natural and 
man-made sounds. The hearing 
frequency range of this species is 
believed to be between 40 Hz–150 kHz 
with keen hearing at 10–100 kHz. Above 
100 kHz, sensitivity drops off very 
quickly (Au, 1993), and below 16 kHz 
the decrease in sensitivity is more 
gradual at approximately 10 dB per 
octave (White et al., 1978; Awbrey et al., 
1988). Peak sensitivity range of this 
species is outside of most industrial 
sounds but studies have shown that 
beluga whales can hear and react to 
such low frequency noise, dependent 
upon intensity (i.e., decibels). However, 
masking of their high frequency 
communication and echolocation 
signals is likely limited when exposed 
to lower frequency sounds (Thomas et 
al., 1990). In addition, beluga whales are 
well adapted to change frequencies and 
intensities of their own calls to 
compensate for masking effects (Au et 
al., 1985, Lesege et al., 1999, Scheifele 
et al., 2005). 

Harbor Seals 
Harbor seals are not listed as 

‘‘depleted’’ under the MMPA or listed as 
‘‘threatened’’ or ‘‘endangered’’ under the 
ESA. Harbor seals haul out on rocks, 
reefs, beaches, and drifting glacial ice, 
and feed in marine, estuaries, and 
occasionally fresh waters (Bigg 1969, 
1981). In Alaska, commonly eaten prey 

include walleye, pollock, Pacific cod, 
capelin, eulachon, Pacific herring, 
salmon, octopus, and squid. They are 
generally non-migratory, with local 
movements associated with such factors 
as tides, weather, season, food 
availability, and reproduction; however, 
some long-distance movements have 
been recorded from tagged animals with 
juveniles traveling farther than adults 
(Lowry et al. 2001). The major haul-out 
sites for harbor seals are located in 
Lower Cook Inlet with the closest 
identified harbor seal haul-out site to 
the Port approximately 25 miles south 
along Chickaloon Bay in the southern 
portion of Turnagain Arm. However, 
harbor seals have been observed 
occasionally around the Port. In 2004– 
2005, 22 harbor seal sightings were 
reported over a 13–month period 
comprising of 14,000 survey hours. 
From these surveys, it is estimated that 
harbor seals occur in a density of 
approximately 1.7 animals per month in 
Knik Arm (LGL unpubl. data). 

Pinniped hearing is dependent upon 
the medium (i.e., air or water) in which 
they receive the sound. Most pinniped 
species have essentially flat audiograms 
from 1 kHz to 30 50 kHz with thresholds 
between 60 and 85 dB re 1 micro Pascal. 
At frequencies below 1 kHz, thresholds 
increase with decreasing frequency 
(Kastak and Schusterman, 1998), that is, 
the sound must be louder in order to be 
heard. Harbor seals in-water and in-air 
display significant disparities between 
hearing capabilites with hearing 25 30 
dB better underwater than in air (Kastak 
and Schusterman, 1994). 

Harbor Porpoise 
Harbor porpoises are found within 

Cook Inlet but in low abundance, 
especially in Knik Arm. Currently, the 
population estimate for the Gulf of 
Alaska harbor porpoise stock is 41,854 
with a minimum population estimate of 
34,740 (Angliss and Outlaw, 2006). 
However, density of harbor porpoise in 
Cook Inlet is only 7.2 per 1000 square 
kilometers (Dahlheim et al., 2000). The 
highest monthly count in upper Cook 
Inlet between April and October is 18 
(Ramos et al., 2006). Interactions with 
fisheries and entanglement in gear is the 
prime anthropogenic cause of mortality 
for this stock (mean annual mortality of 
67.8) (Angliss and Outlaw, 2006). 
Harbor porpoises are not killed for 
subsistence reasons. 

Harbor porpoise have the highest 
upper-frequency limit of all odontocetes 
studied. They have a hearing range of 
250 Hz–180 kHz with maximum 
sensitivity between 16–140 kHz. There 
is no available data on high frequency 
cetacean reactions to pulse sounds (e.g., 

impact pile driving); however, 
numerous studies have been conducted 
in the field (Culik et al., 2001; Olesiuk 
et al., 2002; Johnston, 2002) and 
laboratory (Kastelein et al., 1995, 1997, 
2000) for non-pulse sounds. The results 
of these studies demonstrate the harbor 
porpoise are quite sensitive to a wide 
range of human sounds at very low 
exposure levels: approximately 90 – 
120dB re: 1µPa. However, most of these 
studies involved acoustic harassment 
devices (e.g., pingers) in the range of 10 
kHz which is 6–7 kHz greater than most 
industrial sounds, including pile 
driving. 

Killer whales 
Killer whales in the Gulf of Alaska are 

divided into two ecotypes: resident and 
transient. Transients, or mammal-eating 
killer whales, are the only ecotype 
believed to occur in upper Cook Inlet. 
Killer whales are more common in 
lower Cook Inlet (at least 100 sightings 
from 1975 to 2002), but in the upper 
Inlet, north of Kalgin Island, sightings 
are infrequent (18 sightings have been 
noted from 1976–2003) (Sheldon et al. 
2003). Most observed killer whale/ 
beluga whale interactions were in the 
upper Inlet; however, killer whale 
predation on beluga whales in Cook 
Inlet appears to be random and does not 
appear to be an influential factor on 
beluga distribution (Hobbs et al., 2006). 
However, a decrease in killer whale seal 
and sea lion prey in the Gulf of Alaska 
could result in killer whales moving 
from the southern portion of the Inlet to 
the northern portion in search of beluga 
prey. 

The hearing of killer whales is well 
developed and this species exhibits 
complex underwater communication 
structure. They have hearing ranges of 
0.05 to 100 kHz, which is lower than 
many other odontocetes. Peak 
sensitivity is around 15 kHz. Mammal- 
eating killer whales (i.e. transients) limit 
their vocal communication and often 
travel in silence. This is in contrast to 
the very vocal fish eating (i.e., resident) 
killer whale pods who are constantly 
vocalizing. The difference for this 
behavior is that fish do not possess the 
advanced hearing capabilities as the 
target marine mammals, who can hear 
or eavesdrop on mammal eating killer 
whale calls and escape from being prey 
(Deecke et al., 2005). 

Habitat 
Knik Arm is comprised of narrow 

channels flanked by large tidal benches 
composed of sand, mud, or gravel 
depending on location. Tides in Cook 
Inlet are semidiurnal, with two unequal 
high and low tides per tidal day (tidal 
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day = 24 h 50 min). The mean diurnal 
tidal range varies from roughly 6 m (19 
ft) at Homer to about 9.5 m (30 ft) at 
Anchorage (Moore et al. 2000). Because 
of Knik Arm’s predominantly shallow 
depths and narrow widths, tides here 
are greater than in the main body of 
Cook Inlet. The range of tides at 
Anchorage is extreme at about 29 feet 
and the observed extreme low water is 
6.4 feet below mean low low water 
(MLLW) (KABATA 2007). Maximum 
current speeds in Knik Arm, observed 
during spring ebb tide, exceed 7 knots 
(12 feet/second). These extreme 
physical characteristics of Knik Arm 
increase ambient sound level. 

The habitat directly affected from the 
Project is the 135 acres of intertidal and 
subtidal wetlands filled to become 
useable land and facilitate the bulkhead 
structure and fendering systems of the 
dock. In addition, noise will be emitted 
into the waters surrounding the Port 
which will lead to some degree of 
temporary habitat degradation. With 
respect to habitat analysis, NMFS 
considered the impact elimination and 
degradation of this area would have to 
marine mammals (see Impacts to 
Habitat). That is, would the elimination 
and degradation of habitat impact the 
biological or physical environment to 
the extent that is would have an impact 
on marine mammals directly in the form 
of acoustic harassment, and indirectly, 
in the form of reducing availability of 
prey? 

Potential Effects of Activities on Marine 
Mammals 

Marine mammals use sound for vital 
life functions, and introducing sound 
into their environment could be 
disrupting to those behaviors. Sound 
(hearing and vocalization/ echolocation) 
serves 4 main functions for odontocetes 
(toothed whales and dolphins). These 
functions include (1) providing 
information about their environment; (2) 
communication; (3) enabling remote 
detection of prey; and (4) enabling 
detection of predators. Sounds and non- 
acoustic stimuli will be generated and 
emitted into the aquatic environment by 
vehicle traffic, vessel operations, 
roadbed construction, and vibratory and 
impact pile driving. The distances to 

which these sounds are audible depend 
on source levels, ambient noise levels, 
and sensitivity of the receptor 
(Richardson et al., 1995). The Federal 
Register notice for the proposed IHA 
and the EA discuss in detail the 
potential impacts to marine mammals 
from exposure to pile driving. 

The implementation of the Project 
would result in the loss of intertidal and 
subtidal habitat used by marine 
mammals and exposure to loud noise 
could result in behavioral and mild 
physiological changes in marine 
mammals. Based on the activities 
described in the application, NMFS has 
determined that only in-water pile 
driving is likely to result in an adverse 
affect to marine mammals. Based on the 
best available science, as described in 
the EA, marine mammals exposed to 
pile driving noise at and above NMFS 
determined harassment thresholds, have 
the potential to undergo mild to 
moderate short term behavioral and 
physiological reactions. Anticipated 
behavioral reactions of marine mammals 
include altered headings, fast 
swimming, changes in dive, surfacing, 
respiration, and feeding patterns, and 
changes in vocalizations. Short-term 
stress response could include increase 
in stress hormone levels (e.g. 
norepinephrine, epinephrine, and 
dopamine). Beluga whales are expected 
to become accustomed to pile driving 
noise (Gisiner, 1998); however, they 
may slightly alter habitat usage so that 
the middle or west side of Knik Arm, 
where noise from pile driving would 
attenuate to baseline background levels, 
would be used more frequently as a 
migratory route to the northern feeding 
grounds. 

While dredging and fill compaction 
would also result in noise emittance 
into the environment, sound levels are 
not expected to result in harassment of 
marine mammals. Dredging has been 
occurring at the Port for decades and 
marine mammals, specifically beluga 
whales, have become habituated to this 
activity as indicated by their observed 
interaction with dredges and other 
commercial vessels (NMFS unpubl. 
data). Fill compaction requires the use 
of a vibratory pile driver; however, 
absorption of sound by the fill and sheet 

pile wall would reduce sound levels 
below harassment level thresholds. 
Because Cook Inlet is an already noisy 
environment (ambient levels around 
115–133 dB (Blackwell 2004)), and with 
habituation likely and the required 
mitigation measures described below, 
NMFS believes harassment to marine 
mammals, including beluga whales, 
from pile driving will have a negligible 
impact on the affected species or stock 
of marine mammals. 

Several aspects of the planned 
monitoring and mitigation measures for 
this project are designed to detect 
marine mammals occurring near pile 
driving and to avoid the chance of them 
being exposed to sound levels which 
could result in injury or mortality (see 
Mitigation section). NMFS does not 
expect Level A harassment to occur. 

Number of Marine Mammals Affected 

NMFS has authorized the take, by 
Level B harassment only, of 34 Cook 
Inlet beluga whales, 20 harbor seals, 20 
harbor porpoises, and 20 killer whales 
over the course of the 1- year IHA. 
Because potential harassment to the 
Cook Inlet beluga whales was a concern, 
the Port was required, under mitigation 
in their initial U.S. Army Corps of 
Engineers (USACE) permit, as 
recommended by NMFS, to obtain three 
years of sighting data around the Port 
prior to construction. Data were 
collected during all months pile driving 
would take place (April-October) and 
included information on beluga whale 
abundance, group size and composition, 
behavior, presence related to tidal cycle, 
and use of the area by commercial 
vessels (Funk et al., 2005, Ramos et al., 
2006, Cornick and Kendall 2007). These 
data were then complied to calculate 
estimated monthly densities and 
expected monthly take based on pile 
driving hours (Table 1). A more detailed 
derivation of take numbers can be found 
in the application and EA prepared by 
NMFS for this action. While the 
calculated take estimate for beluga 
whales (21 for both impact and 
vibratory pile driving combined) is less 
than those authorized, take numbers 
were slightly inflated to compensate for 
natural ecology and behavior of beluga 
whales (e.g., large group size). 
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TABLE 1. CALCULATED EXPECTED TAKE FROM PILE DRIVING ACTIVITIES AT THE PORT OF ANCHORAGE FROM JULY 15, 2008 
TO JULY 14, 2009. 

Port of Anchorage Take Table – 2008/2009 IHA 

Month Impact 
Hours 

Vibratory 
Hours 

Avg. 
Whales/hr/ 

km2 
nearshore* 

Area within 
160 dB Im-
pact (350m) 

Expected 
Take (im-

pact) 

Area within 
120 dB Vi-

bratory 
(800m) 

Expected 
Take (vibra-

tory) 

April 86 58 0.014 0.192 0.230 1.0048 0.809 
May 60 39 0.006 0.192 0.064 1.0048 0.218 
June 60 39 0.011 0.192 0.125 1.0048 0.423 
July 86 58 0.004 0.192 0.066 1.0048 0.231 

August 86 58 0.062 0.192 1.031 1.0048 3.633 
September 86 58 0.043 0.192 0.718 1.0048 2.529 

October 86 58 0.020 0.192 0.335 1.0048 1.179 
Total* 550 368 8 13 

*The total number of authorized take is calculated by rounding up each take per month (e.g., a take of 0.230 animals in April is equal to 1 
take). 

Based on low sighting rates of other 
marine mammals around the Port, the 
number of other marine mammals that 
could be harassed from Project activities 
cannot be derived mathematically. 
Instead NMFS has estimated take to 
authorize a small number of takes, 
relative to the population size, for 
harbor seals (20), harbor porpoises (20), 
and killer whales (20). 

Impacts to Habitat 

As stated, NMFS considered habitat 
impacts in terms of marine mammal use 
and how the Project would affect marine 
mammal prey availability. The 
elimination of 135 acres of intertidal 
and subtidal habitat due to Port 
expansion would result in habitat loss 
and changes in this portion of Knik 
Arm. A new, extended dock face would 
replace existing acres of shallow slow 
moving water with deeper faster moving 
water across a sheer sheet pile face; 
however, models show current speed 
would not increase significantly. While 
these sheltered areas of slower moving 
water where juvenile fish tend to be 
more abundant would be eliminated, 
habitats with similar characteristics 
exist in other areas of Knik Arm. The 
clearer water microhabitats in the 
intertidal area that allow for visual 
feeding would be reduced but Houghton 
et al. (2005a,b) identified that these 
patches of clear water are random and 
also exist in the middle of the Arm. The 
concrete top deck of the extended dock 
would shade these naturally turbid 
waters which could further limit visual 
feeding opportunities for marine 
mammal prey; however, as shown in 
observations during the fish studies 
conducted at the Port, other waters 
surrounding the Port provide clear, less 
turbid waters in which feeding can take 
place. 

Otoliths for juvenile Chinook salmon 
sampled between Cairn Point and Point 
Woronzof showed that 80–85 percent of 
the fish were of hatchery origin 
(interpolated from Table 12 of Houghton 
et al., 2005a). This suggests that waters 
in this portion of upper Cook Inlet are 
very important to the hatchery produced 
Chinook salmon smolts from Ship 
Creek. The remaining 15–20 percent of 
the fish was not of hatchery origin 
suggesting that the area within the 
Project footprint also provides 
important habitat for wild Chinook, 
likely including fish from other Knik 
Arm tributaries. However, habitats in 
other portions of Knik Arm have the 
same or similar attributes which make 
them important nursery, rearing, and 
feeding areas (Houghton et al., 2005a,b). 
Furthermore, Ship Creek is stocked and 
would be continually replenished, 
minimizing impact to prey availability. 
Due to the natural ecology of the fish in 
Knik Arm (i.e., using habitats other than 
those to be filled), mitigation measures 
set in place by the USACE permit, and 
the fact that Ship Creek is stocked 
yearly, abundance and survival rates of 
fish are expected to be high and 
therefore availability of those fish as 
beluga whale prey would not be 
significantly negatively impacted. 

Effects on Subsistence Needs 

Alaska Natives who reside in 
communities on or near Cook Inlet and 
some hunters who live in other Alaska 
towns and villages continue to 
subsistence harvest beluga whales. Until 
1999, subsistence harvest of beluga 
whales was unregulated, which is 
believed to be the major reason for the 
recent beluga whale population decline. 
Since 1999, mandatory and voluntary 
moratoriums have been enacted 
prohibiting or minimizing take of beluga 
whales for subsistence needs. Since 

2001, five beluga whales have been 
taken with none of those whales taken 
in 2006 or 2007. Scientists predicted 
that the beluga whale population would 
recover after the unregulated hunts 
ceased and a managed hunt was 
enacted. While the Cook Inlet beluga 
population appears to be on the increase 
since the lowest population estimate in 
2006 when the population was 
estimated at 278 whales, this was only 
2 years ago; therefore, a trend in 
recovery can not be discerned. While 
NMFS acknowledges that there are 
factors working against the recovery of 
the Cook Inlet beluga whale population 
in a manner scientists have yet to 
understand, NMFS is confident that, 
given mitigation, the small amount of 
harassment that whales could 
potentially be exposed to from the 
Project will not have an unmitigable 
adverse impact on the availability of 
beluga whales for subsistence uses. 
More information on use of beluga 
whales for subsistence purposes and 
proposed management plans can be 
found in the Cook Inlet Beluga Whale 
Subsistence Harvest Draft Supplemental 
Environmental Impact Statement 
(NMFS 2007). 

Comments and Responses 

On March 18, 2008, NMFS published 
in the Federal Register a notice of a 
proposed IHA for the Port and 
MARAD’s request to take marine 
mammals incidental to the Project and 
requested comments regarding this 
request (73 FR 14443). During the 30– 
day public comment period, NMFS 
received comments from the Marine 
Mammal Commission (Commission); 
the Center for Biological Diversity (CBD) 
on behalf of the CBD, Trustees for 
Alaska, and Cook Inlet Keeper; and the 
Kenaitze Indian Tribe. The Commission 
and CBD provided comments on seven 
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major topics: (1) take numbers; (2) 
NMFS negligible impact determination; 
(3) specified activities; (4) cumulative 
impacts; (5) mitigation; (6) ESA 
requirements; and (7) NEPA 
requirements. Because comments 
provided by the Commission and CBD 
on these topics were similar, they are 
addressed here by category. Other 
comments and those submitted by the 
Kenaitze Indian Tribe are also addressed 
here. 

Take Numbers 
• The Commission believes that the 

manner in which takes are distributed 
among the population could be 
significant, that is, a single animal 
harassed 34 times could have different 
impacts than if 34 animals were 
harassed one time; 

• CBD states that NMFS’ ‘‘small 
numbers’’ definition is conflated with 
‘‘negligible impact’’ and that NMFS 
conducts its analysis according to this 
‘‘invalid standard’’; CBD argues that 
‘‘the Project would expose 12–14% of 
the population of Cook Inlet beluga 
whales (identified as 278 animals) to 
noise which could cause harassment 
and this level of take could not be 
considered small’’; 

• ‘‘NMFS’s estimate that 34 belugas 
may be harassed under the requested 
IHA in the first year is based on the 
assumption that sounds below 160 dB re 
1 microPa (rms) do not constitute 
harassment for any cetacean≥; ‘‘for 
example, [in a recent IHA for oil and gas 
exploration,] NMFS imposed a 120 dB 
safety zone for aggregations of bowhead 
whales based on its finding that 
’bowhead whales apparently show some 
avoidance in areas of seismic sounds at 
levels lower than 120 dB’≥; and NMFS 
acknowledged in an IHA for the 
National Science Foundation ‘‘that 
belugas can be displaced at distances of 
up to 20 km from a sound source’’ and 

• ‘‘given louder sources of noise are 
planned in subsequent years of the 
Project, over the life of the proposed 
regulations well over half and perhaps 
the entire beluga population is likely to 
be exposed to harassment level sounds.’’ 

Response: Based on beluga behavior 
and group dynamics, NMFS does not 
believe that either of the extremes 
provided by the Commission are likely 
to occur. Instead, it is probable that 
takes will be distributed somewhat 
evenly among exposed individuals with 
the possibility that some individuals 
may be taken slightly fewer or more 
times than others. Beluga whales are not 
all individually identifiable and it is 
impossible to determine exactly how 
many times each and every individual 
is potentially harassed. However, due to 

beluga whale coloration disparities 
among different age classes, observers 
can identify how many times adults, 
juveniles, and calves are around the Port 
and have entered into the harassment 
zones. 

NMFS no longer relies on its 
regulatory definition, which was found 
to be invalid by a U.S. District Court. 
Instead, NMFS addresses ‘‘small 
numbers’’ in terms of relative to the 
species or stock size. CBD’s argument 
that NMFS can not make a small 
numbers determination since 12 percent 
of the population could be taken is 
faulty as CBD uses an outdated Cook 
Inlet beluga whale population estimate 
(i.e., 278) when the current population 
estimate is actually 375 whales. 
Therefore, 9 percent of the population 
could potentially be harassed under the 
IHA, which is small relative to the 
population size. CBD is also incorrect in 
the statement that the estimate of the 
number of beluga whales authorized to 
be taken was derived based on the 
assumption that exposure to sounds at 
or above 160 dB re 1 micro Pascal 
constitute a ‘‘take.’’ NMFS estimated 
take numbers based on potential 
exposure to both pulse (i.e., impact pile 
driving) and continuous (i.e., vibratory 
pile driving) noise, which is discussed 
thoroughly in both the proposed IHA 
Federal Register notice (73 FR 14443) 
and the Port’s application. NMFS has 
implemented a 160 dB and 120 dB re 1 
micro Pascal harassment zone for 
impact and vibratory pile driving, 
respectively. NMFS used three years of 
monitoring data to predict beluga whale 
density around the Port and then 
estimated potential take based on both 
the 160 dB and 120 dB re 1 micro Pascal 
isopleths. A detailed description of how 
take was mathematically estimated can 
be found in the EA and the application. 
NMFS slightly inflated the number of 
whales authorized to be taken to 
account for realistic occurrences such as 
large groups; therefore, CBD is incorrect 
is stating the take numbers were 
underestimated. 

In referring to NMFS’ IHA that 
acknowledged displacement of beluga 
whales up to 20 km from the sound 
source, CBD fails to consider the science 
of sound and its propagation 
characteristics underwater (e.g., sound 
type, source level, water depth, and 
other factors contributing to sound 
propagation and marine mammal 
harassment potential. Therefore, their 
arguments regarding impacts to marine 
mammals from noise as well as Level A 
harassment potential are flawed and 
unsupported. The NSF report CBD 
refers to in its comments concerns 
beluga whale responses to seismic 

surveys employing large moving ships 
operating an 8 airgun array configured 
as a four-G gun cluster with a total 
discharge volume of 840 in3 and a four 
Bolt airgun cluster with a total discharge 
volume of 2000 in3. The source output 
from that array was from 246 253 dB re 
1 micro Pascal and Level B harassment 
sounds were expected to range from 4– 
7 kms. To compare potential reactions 
from that survey, or other seismic 
surveys, to stationary pile driving, 
which does not have a sound source 
level close to seismic survey output, is 
erroneous. 

NMFS is unaware where the CBD 
obtained information that ‘‘louder 
sources of noise are planned in 
subsequent years of the project’’. The 
Port has not indicated that louder sound 
would be emitted into the environment 
in subsequent years. In fact, the Port has 
identified that impact pile driving hours 
will likely be reduced in subsequent 
years and be replaced by vibratory pile 
driving; therefore, sound levels will 
actually likely be reduced in future 
years as sound source level using an 
impact hammer is louder than a 
vibratory hammer. The Port must 
employ impact pile driving to obtain 
depths at which vibratory methods are 
not possible and once the piles are at 
this depth they will switch to vibratory 
methods. 

Negligible Impact 
• The Commission and CBD both 

argue that NMFS can not make a 
negligible impact determination because 
the ‘‘baseline status’’ of the Cook Inlet 
beluga whale population is ‘‘tenuous’’ 
and ‘‘is already having a more than 
negligible impact on this stock’’; 

• The Commission argues that 
because this population of beluga 
whales is ‘‘dangerously low’’, ‘‘any 
increase in the level of disturbance 
experience by beluga whales in an 
important feeding area - regardless of 
how small the increase may be in and 
of itself- would have more than a 
negligible impact on the population of 
chances of recovery’’; 

• CBD argues that NMFS has no 
scientific justification for its Level A 
harassment thresholds, citing to two 
marine mammal stranding events where 
seismic surveys were occurring and 
where received sound levels ‘‘were 
likely lower than 180 dB.’’ 

Response: NMFS’ responsibility 
under section 101(a)(5)(d) of the MMPA 
is to authorize, subject to conditions as 
the Secretary may specify, the 
incidental but not intentional taking by 
harassment of small numbers of marine 
mammals of a species or population 
stock by US citizens while engaging in 
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a specified activity should the Secretary 
find, among other things, that such 
harassment will have a negligible 
impact on such species or sock. If such 
determination is made, there is no 
requirement that NMFS must deny an 
authorization request simply because 
the population is endangered or 
declining. NMFS acknowledges that the 
current status of the Cook Inlet beluga 
whale is below optimal levels, as it has 
been proposed for listing as endangered 
under the ESA, and that a variety of 
factors, including a previously 
unregulated subsistence harvest, coastal 
development, and introduction of 
anthropogenic noise into their 
environment, have been identified as 
potential factors contributing to the 
recent population decline, although no 
one factor has been identified as the sole 
cause. However, to comply with the 
MMPA and implementing regulations, 
NMFS is required to evaluate specific 
activities in relation to a species status, 
however small it may be, and make a 
finding as to whether the activity will 
have a negligible impact on that species 
or stock. Incidental take authorizations 
are not denied simply because a species 
is listed, proposed to be listed, or the 
population is in a deleterious state. 
NMFS determined, after careful review 
of the Project construction activities, 
beluga whale and fish monitoring 
studies, physical habitat models, 
background and pile driving acoustic 
studies, and a comprehensive review of 
literature regarding marine mammals 
and noise, that the Project will not 
result in an increased disturbance to 
marine mammals or their habitat such 
that would result in more than a 
negligible impact to the stock. 
Justification for these determinations 
can be found throughout Chapter 4 of 
the EA prepared by NMFS for this 
action. 

NMFS has published several times in 
Federal Register notices that the 
evidence linking marine mammal 
strandings and seismic surveys remains 
tenuous at best (e.g., 73 FR 40512, July 
15, 2008). No marine mammal 
strandings in the Arctic have been 
associated with exposure to seismic 
activity. Further, CBD provides no 
support for its assertion that the marine 
mammals involved in the referenced 
stranding events were exposed to 
sounds lower than 180 dB. Finally, this 
IHA does not involve authorization of 
harassment related to seismic activities. 
As explained in response to comments 
included in the ‘‘take numbers’’ 
category above, direct comparison of 
expected marine mammal reactions to 

exposure from pile driving to seismic 
surveys would be difficult to make. 

Based on the best available scientific 
literature investigating reactions of 
marine mammals to anthropogenically 
introduced sound and obtainable, 
unpublished data, anticipated reactions 
of beluga whales to pile driving sound 
are expected to be short term and 
behavioral and/or physiological (i.e., 
stress response) in nature. Mild to 
moderate behavioral reactions of marine 
mammals, including beluga whales, 
could involve short-term altered 
headings, fast swimming, changes in 
dive, surfacing, respiration, and feeding 
patterns, and changes in vocalization 
frequency and strength. As pile driving 
continues throughout the season and 
over the years, beluga whales are 
expected to habituate to these sounds as 
they have done for ship traffic. Further, 
given that travel is the primary behavior 
in the action area and that the west side 
of Knik Arm is approximately 4,170 m 
directly across from the Port, the width 
of the Arm marine mammals would be 
able to utilize where sound propagation 
from pile driving is below Level B 
harassment levels would be 3,820 m and 
3,370 m for impact and vibratory pile 
driving, respectively. Based on these 
factors, and given that strict mitigation 
would be set in place (see Mitigation 
section), NMFS has made a finding that 
such activities will have a negligible 
impact on the Cook Inlet beluga whale 
stock. 

Specified Activities 
• Comments were received regarding 

NMFS obligation to specify all activities 
which could potentially result in 
harassment to marine mammals, 
specifically beluga whales. 

Response: NMFS considered all 
activities identified as components of 
the Project and if each of the activities 
would result in harassment to marine 
mammals. Activities considered were: 
(1) pile driving, (2) dredging, (3) fill 
compaction, and (4) habitat destruction 
in terms of reducing availability of prey 
to marine mammals. As stated, pile 
driving is the only activity considered to 
result in potential harassment of marine 
mammals. While NMFS acknowledges 
that dredging releases sound into the 
environment, dredging has been 
occurring in the area for decades and 
beluga whales that utilize the area 
around the Port are most likely 
habituated to dredging operations as 
they have been seen interacting with 
these vessels on their own accord. 
Vibratory driving is required for fill 
compaction; however, the low source 
level of the hammer, combined with the 
fill and steel wall absorption 

capabilities, will reduce much of the 
sound levels below NMFS harassment 
threshold levels. Finally, based on 
habitat attributes, modeling studies, and 
required mitigation that the Port would 
abide by under their USACE permit, 
NMFS determined that fill and noise 
from pile driving would not result in 
decreased availability of prey for marine 
mammals. Justification for these 
determinations can be found in the EA. 
The IHA also contains a mitigation 
measure that restricts dredging and all 
heavy machinery operations if an 
animal comes within 50 m of the 
equipment to avoid the small chance of 
physical injury. 

Mitigation 
• Comments argue that the proposed 

IHA Federal Register notice mentions 
several types of activities that may take 
marine mammals, nevertheless, the 
notice only proposed mitigation 
measures related to pile driving and any 
IHA and needs to address mitigation 
measures for every type of activity that 
might result in a take; 

• ‘‘NMFS seems to be accepting as a 
given that only the very limited 
mitigation measures proposed by the 
POA will be applied’’; and 

• ‘‘NMFS could require that pile 
driving only be allowed during the 
winter months when beluga whales are 
less likely to be in the area.’’ 

Response: According to the MMPA 
section 101(a)(5)(D)(ii), an IHA shall 
prescribe, where applicable, permissible 
methods of taking by harassment 
pursuant to such activity, and other 
means of effecting the least practicable 
impact on such species or stock and its 
habitat. NMFS has discretion in 
prescribing appropriate mitigation for a 
specified activity. As stated in response 
to comment 3, NMFS does not identify 
activities other than pile driving as 
potentially resulting in acoustic-based 
harassment to marine mammals; in 
addition NMFS also implemented a 50 
m safety shut down when marine 
mammals approach heavy machinery to 
prevent injury. The Port’s complete 
application was a result of numerous 
discussions with NMFS and therefore 
already incorporated many of NMFS 
suggested mitigation measures. In 
addition, NMFS has imposed additional 
mitigation measures (e.g., calf shut 
down) to minimize impacts from pile 
driving. A detailed list of these 
mitigation measures can be found in 
this notice and Chapter 4 of the EA. 
CBD’s comments do not acknowledge 
all mitigation measures identified in the 
proposed IHA Federal Register notice. 
NMFS also notes that discussion with 
the Port about pile driving during 
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winter, a the period of lowest habitat 
use around the Port by beluga whales, 
occurred, but due to dangerous drifting 
ice conditions and frozen ground, it is 
not practicable to carry out pile driving 
in winter. 

Cumulative Impacts 
• Both the Commission and CBD 

claim that the Port’s application is 
largely confined to looking at the 
immediate effects of construction and 
NMFS’ has a responsibility to 
responsibility to consider cumulative 
impacts of the Project. The CBD states 
‘‘ NMFS must consider these effects 
together with all other activities that 
affect these species, stocks and local 
populations, other anthropogenic risk 
factors such as oil and gas and other 
industrial development, climate change, 
and the cumulative effect of these 
activities over time.’’ For example, the 
Commission links dredging and other 
Port development activities to increased 
sedimentation to which organic 
chemical may be absorbed by beluga 
whale prey and suggests it would be 
important to monitor contaminant 
availability, exposure, effects, and levels 
in the environment. 

Response: Section 101(a)(5)(D) of the 
MMPA allows citizens of the United 
States to take by harassment, small 
numbers of marine mammals incidental 
to a specified activity (other than 
commercial fishing) within a specified 
geographical region if NMFS is able to 
make certain findings. NMFS must issue 
an incidental harassment authorization 
if the taking will have a negligible 
impact on the species or stock(s), will 
not have an unmitigable adverse impact 
on the availability of the species or 
stock(s) for subsistence uses, and if the 
permissible methods of taking and 
requirements pertaining to the 
mitigation, monitoring, and reporting of 
such takings are set forth. Under the 
MMPA, NMFS cannot issue an IHA if a 
negligible impact determination is not 
made for the specified activity. 

Pursuant to NEPA, NMFS is required 
to analyze the potential environmental 
effects of its actions. As part of the 
NEPA analysis (e.g., an EIS or EA), 
NMFS is required to consider the direct, 
indirect and cumulative impacts 
resulting from the proposed action along 
with a reasonable range of alternatives, 
including the proposed action. To 
comply with NEPA, NMFS investigated 
the potential for cumulative impacts in 
its EA. NMFS gave careful consideration 
to a number of issues and sources of 
information and assessed the 
cumulative impacts from past, present, 
and reasonably foreseeable actions in 
upper Cook Inlet and the effects of 

climate change in the context of the 
specified activity and impacts to marine 
mammals. NMFS recognizes that 
climate change is a concern for the 
sustainability of the entire Arctic 
ecosystem and has reviewed the 
available literature and stock assessment 
reports to support its negligible impact 
determination and finding of no 
significant impact. While NMFS 
acknowledges there is some uncertainty 
in the specific factors which have 
inhibited the Cook Inlet beluga whale 
population recovery, NMFS has 
determined that, via animals’ natural 
reactions to avoidance of and 
habituation to loud sounds, the 
maintenance of a harassment free 
migration route to prime feeding 
ground, and comprehensive mitigation 
set in place for the Project, issuance of 
an IHA will result in a negligible impact 
to marine mammals. Any future coastal 
development projects, oil/gas and 
alternative energy exploration, or 
extraction activities in Arctic waters and 
permit reviews would be subject to 
similar analyses to determine how they 
may individually and cumulatively 
affect marine mammals. 

The Port of Anchorage is a highly 
industrialized area and has been in 
operation for decades. Maintenance of 
the Port requires routine dredging. 
Despite dredging and other Port 
activities, to date analyses of Cook Inlet 
beluga samples have found contaminant 
loads lower or equal to the other Alaska 
beluga whale populations (with the 
exception of copper levels, for which 
the toxicological implications are 
unknown) (Becker, 2000). Based on 
these samples, there is no evidence that 
dredging and Port activities will result 
in a higher contaminant risk. 

ESA Requirements 
• Both the Commission and CBD 

provided comments concerning NMFS 
requirements, under the ESA, to initiate 
a conference under Section 7 and its 
implementing regulations and that the 
proposed action is likely to jeopardize 
the continued existence of Cook Inlet 
beluga whales, and 

• The CBD argues that NMFS should 
refrain from issuing any take 
authorization until the ESA listing 
process is complete and consultation 
under Section 7 is undertaken. 

Response: Both the Commission and 
CBD hint that a jeopardy conclusion 
would be reached if a conference 
opinion or Section 7 consultation was 
carried out; however, they provided no 
analysis to justify this statement. The 
ESA provides some protection for 
species which are proposed, but not yet 
listed, to be threatened or endangered. 

Section 7(a)(4) and 50 CFR 402.10 
require an action agency to ‘‘confer’’ 
with the Secretary when their actions 
are likely to jeopardize the continued 
existence of any species proposed to be 
listed under Section 4. The statute does 
not require a conference simply if the 
affected species is proposed to be listed 
as threatened or endangered, only if 
such action is likely to jeopardize. 
During the public comment period for 
the issuance of the USACE permit, 
NMFS AKR provided numerous 
comments and suggested, among other 
things, beluga whale mitigation 
measures. The USACE incorporated 
these suggested measures into their 
permit and therefore the NMFS AKR 
concurred that the action of the USACE 
(i.e., authorization to carry out Port 
construction activities) is not likely to 
jeopardize the continued existence of 
the Cook Inlet beluga whale; therefore a 
conference opinion was not deemed 
necessary. Because the impacts 
associated with NMFS’ IHA are part of 
those already considered by the USACE 
(and NMFS has required additional 
mitigation in its IHA), NMFS OPR has 
determined that issuance of an IHA is 
also not likely to jeopardize the 
continued existence of the Cook Inlet 
beluga whale. If listed, Section 7 
consultation may be required for this 
action and future rulemaking. 

NEPA Requirements 
• The MMC takes issue with NMFS’ 

preliminary negligible impact 
determination in its proposed IHA FR, 
given the fact that NMFS had indicated 
it was going to prepare its own EA 
because additional analysis was needed 
over and above the Port’s and MARAD’s 
EA. MMC believes this is inconsistent 
with NEPA; 

• The CBD argues that NMFS must 
make the EA available for public 
comment, an EIS should have been 
prepared, and direct and indirect 
impacts from the Project should be 
analyzed in an EIS; and 

• The CBD states that the proposed 
IHA will likely affect Steller sea lions; 
therefore, a Section 7 consultation must 
be initiated. 

Response: NMFS’ MMPA preliminary 
negligible impact determination was 
based on the Port’s MMPA IHA 
application, which included NMFS’ 
recommended mitigation from 
preliminary discussions; NMFS’ review 
of that application for completeness; 
supplemental information from the Port; 
and discussions with NMFS’ AKR. The 
information from these sources was 
sufficient for NMFS to make its 
preliminary determination of negligible 
impact under the MMPA. With respect 
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to NMFS’ NEPA responsibilities, NMFS 
determined additional NEPA analyses 
were necessary beyond the Port’s EA; 
however, there is no requirement that 
NMFS complete an EA at the time it 
proposes its action. NMFS has prepared 
its EA and made a Finding of No 
Significant Impact. 

Neither NEPA nor the CEQ 
regulations explicitly require circulation 
of a draft EA for public comment prior 
to finalizing the EA. The federal courts 
have upheld this conclusion, and in one 
recent case the Ninth Circuit squarely 
addressed the question of public 
involvement in the development of an 
EA. In Bering Strait Citizens for 
Responsible Resource Development v. 
U.S. Army Corps of Engineers (9th Cir. 
2008), the court held that the circulation 
of a draft EA is not required in every 
case; rather, federal agencies should 
strive to involve the public in the 
decision-making process by providing 
as much environmental information as 
is practicable prior to completion of the 
EA so that the public has a sufficient 
opportunity to weigh in on issues 
pertinent to the agency’s decision- 
making process. In the case of the Port’s 
MMPA IHA issuance, NMFS involved 
the public in the decision-making 
process by publishing its notice of a 
proposed IHA for a 30–day notice and 
comment period and also notified the 
public of the availability of the Port’s 
MMPA application and other NEPA 
documents written for the Project and 
the Knik Arm Crossing (73 FR 14443, 
March 18, 2008). The IHA application 
and FR notice contained information 
relating to the project and specifically 
requested information from the public. 
For example, the application and FR 
notice includes a project description, its 
location, environmental matters such as 
species and habitat to be affected by 
project construction, and measures 
designed to minimize adverse impacts 
to the environment. NMFS also 
incorporated, where appropriate, 
additional measures to reduce impacts 
to marine mammals resulting from the 
Project. The EA for this action is 
available at http://www.nmfs.noaa.gov/ 
pr/permits/incidental.htm#applications. 

While Steller sea lions are commonly 
seen in Lower Cook Inlet; their presence 
in upper Cook Inlet is rare. There have 
been only two opportunistic sightings of 
Steller sea lions in upper Cook Inlet 
since 1999 (Barbara Mahoney, email 
correspondence, June 20, 2008). Both 
sightings, comprising a total of four 
individuals, were near the mouth of the 
Susitna River. No Steller sea lions 
sightings have been reported around the 
Port or elsewhere in Knik Arm. As such, 

NMFS believes its issuance of the IHA 
will have no effect on Steller sea lions. 

The following comments were 
provided by the Kenaitze Indian Tribe: 

• ‘‘We are opposed to the issuance of 
a one-year Incidental Harassment 
Authorization for the Port of Anchorage. 
The Cook Inlet is critical habitat for 
marine mammals, specifically beluga 
whales, harbor porpoise, killer whales, 
and harbor seals. Kenaitze and the Cook 
Inlet Marine Mammal Council (CIMMC) 
have requested the beluga be placed on 
the ESA in an effort to save this 
endangered species. CIMMC, which 
comprise of the seven tribes of the Cook 
Inlet, along with the Eskimo whalers 
who reside in the Cook Inlet, are 
restricted to one and a half beluga per 
year, i.e., one beluga whale one year and 
two beluga whales the next year. Our 
use does not comprise of want and 
waste’’; 

• ‘‘The Kenaitze Indian Tribe 
questions the feasibility of the port of 
Anchorage expansion project, because 
there is a deep-water port in Whittier 
that does not have the silting problems 
as the Cook Inlet’s Port of Anchorage. 
The deep-water port of Whittier has 
easy access to Anchorage via the Rail 
Road and/or tunnel access for trucking 
goods. The Port of Anchorage’s 
estimated cost of construction is 
$700,000, with no guarantees that it will 
not silt up again and cause more 
problems and money. During World 
War II the engineer built the Whittier 
Port because they also recognized the 
problems that would be incurred by 
building a port in Anchorage and 
because Whittier is close and accessible 
to Anchorage;’’ and 

• ‘‘The damage that will be incurred 
to the marine mammals and 
environment is not worth the expense of 
the proposed re-construction of the Port 
of Anchorage.’’ 

Response: NMFS acknowledges the 
comments provided by the Kenaitze 
Indian Tribe; however, these comments 
are outside the scope of the NMFS 
jurisdiction when considering issuance 
of an incidental take authorization. 
Impacts to the availability of Cook Inlet 
beluga whales for subsistence hunting 
are addressed in this FR notice and the 
EA prepared for issuance of the Port’s 
IHA. NMFS has determined that 
issuance of the IHA will not have an 
unmitigable adverse impact on the 
availability of marine mammals, 
including beluga whales, for taking for 
subsistence uses. 

Mitigation Measures 
Mitigation measures outlined in the 

IHA application and proposed Federal 
Register notice were a result of 

numerous discussions between the 
applicants, the USACE, and NMFS. In 
addition, during NMFS’ analysis of the 
proposed action, it implemented 
additional measures to further ensure 
that the Project would not result in more 
than a negligible impact to Cook Inlet 
beluga whales. Sound deterrent/ 
minimization techniques such as bubble 
curtains were considered for mitigation; 
however, due to the strong current in 
Knik Arm (up to 11.2ft (3.4 m)/sec) 
these techniques would be inefficient. 
The Port has stated that they will work 
with pile driving contractors to learn of 
and implement new sound attenuation 
minimization techniques that would be 
applicable to the harsh Knik Arm 
environment. If such technology 
becomes available, NMFS may re- 
evaluate the potential impacts to marine 
mammals and adjust take numbers and 
mitigation accordingly, and consider 
these measures for future requests for 
incidental take authorizations. The 
following mitigation, monitoring, and 
reporting measures are required under 
the IHA: 

Scheduling of construction activities 
during low use period of beluga whales 
around the Port- Tidal Restrictions 

As discussed in Chapter 3 of the EA, 
tides have been shown to be an 
important physical characteristic in 
determining beluga movement within 
Knik Arm. Most beluga whales are 
expected to be foraging well north of the 
Port during the flood and high tide. 
However, these northern areas are 
exposed during the ebb and low tide; 
therefore, animals move south toward 
Eagle Bay and sometimes as far south as 
the Knik Arm entrance to avoid being 
stranded on mudflats. Based on the 
beluga whale monitoring studies 
conducted at the Port since 2005, beluga 
whale sightings often varied 
significantly with tide height at and 
around the Port (Funk et al., 2005, 
Ramos et al., 2005, Markowitz and 
McGuire, 2007). Beluga whales were 
most often sighted during the period 
around low tide and as the tide flooded, 
beluga whales typically moved into the 
upper reaches of the Arm. Opportunistic 
sighting data also support that highest 
beluga whale use near the Port is around 
low tide (NMFS, unpubl. data). 

Due to this tidally influenced habitat 
use, impact pile driving, excluding work 
when the entire pile is out of the water 
due to shoreline elevation or tidal stage, 
shall not occur within two hours of 
either side of each low tide (i.e., from 
two hours before low tide until two 
hours after low tide). For example, if 
low tide is at 1 p.m., impact pile driving 
will not occur from 11 am to 3 pm. 
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Vibratory pile driving will be allowed to 
commence/continue during this time 
because its characteristics (continuous 
sound type and lower source level) are 
expected to elicit less overt behavioral 
reactions. 

Establishment of safety zones and shut- 
down requirements 

NMFS acknowledges that shut-down 
of reduced energy vibratory pile driving 
during the ‘‘stabbing’’ phase, as 
described in Chapter 1 of the EA, of 
sheet pile installation may not be 
possible due to concerns the sheet pile 
may break free and result in a safety and 
navigational hazard. Therefore, the 
following shut-down requirements 
apply to all pile driving except during 
the ‘‘stabbing’’ phase of the installation 
process. 

Safety Zones 

In October, 2007, the Port contracted 
an outside company to determine 
reliable estimates of distances for 190 
(pinniped injury threshold), 180 
(cetacean injury threshold), 160 (impact 
pile driving behavioral harassment 
threshold) and 120 dB (vibratory pile 
driving behavioral harassment 
threshold) isopleths from impact and 
vibratory pile driving. From this study, 
it has been determined that these 
isopleth distances are 10, 20, 350, and 
800 m, respectively. Although the 190 
and 180dB isopleths are within 20m for 
both types of pile driving, NMFS is 
establishing a conservative 200m 
mandatory shut-down safety zone 
which would require the Port to shut- 
down anytime a marine mammal enters 
this zone. 

Shut-Down for Large Groups 

To reduce the chance of the Port 
reaching or exceeding authorized take 
and to minimize harassment to beluga 
whales, if a group of more than five 
beluga whales is sighted within the 
relevant Level B harassment isopleth, 
shut-down is required. 

Shut-down for Calves 

Marine mammal calves are likely 
more susceptible to loud anthropogenic 
noise than juveniles or adults; therefore, 
presence of calves within the 
harassment isopleths will require shut- 
down. If a calf is sighted approaching a 
harassment zone, any type of pile 
driving will cease and not be resumed 
until the calf is confirmed to be out of 
the harassment zone and on a path away 
from such zone. If a calf or the group 
with a calf is not re-sighted within 15 
minutes, pile driving may resume. 

Heavy machinery shut-downs 

For other in-water heavy machinery 
operations other than pile driving, if a 
marine mammal comes within 50 m of 
operations will cease and vessels will 
slow to a reduced speed while still 
maintaining control of the vessel and 
safe working conditions. Such 
operations include Port operated water 
based dump-scows (barges capable of 
discharging material through the 
bottom), standard barges, tug boats to 
position and move barges, barge 
mounted hydraulic excavators or 
clamshell equipment used to place or 
remove material. 

Exceedence of Take 

If maximum authorized take is 
reached or exceeded for the year, any 
beluga entering into the Level B 
harassment isopleths will trigger 
mandatory shut-down. 

Use of Impact Pile Driving 

In-water piles will be driven with a 
vibratory hammer to the maximum 
extent possible (i.e., until a desired 
depth is achieved or to refusal) prior to 
using an impact hammer. 

Soft start to pile driving activities 

A ‘‘soft start’’ technique will be used 
at the beginning of each pile installation 
to allow any marine mammal that may 
be in the immediate area to leave before 
pile driving reaches full energy. The soft 
start requires contractors to initiate 
noise from vibratory hammers for 15 
seconds at reduced energy followed by 
1–minute waiting period. The procedure 
will be repeated two additional times. If 
an impact hammer is used, contractors 
will be required to provide an initial set 
of three strikes from the impact hammer 
at 40 percent energy, followed by a one 
minute waiting period, then two 
subsequent 3 strike sets (NMFS, 2003). 
If any marine mammal is sighted within 
the 200 m safety zone prior to pile- 
driving, or during the soft start, the 
hammer operator (or other authorized 
individual) will delay pile-driving until 
the animal has moved outside the 200 
m safety zone. Furthermore, if any 
marine mammal is sighted within a 
Level B harassment zone prior to pile 
driving, operations will be delayed until 
the animals move outside the zone in 
order to avoid take exceedence. Pile- 
driving will resume only after a 
qualified observer determines that the 
marine mammal has moved outside the 
200m safety or Level B harassment zone, 
or after 15 minutes have elapsed since 
the last sighting of the marine mammal 
within the safety zone. 

In-water pile driving weather delays 
Adequate visibility is essential to 

beluga whale monitoring and 
determining take numbers. Pile driving 
will not occur when weather conditions 
restrict clear, visible detection of all 
waters within the Level B harassment 
zones or 200 m safety zone. Such 
conditions that can impair sightability 
and require in-water pile driving delays 
include, but are not limited to, fog and 
a rough sea state. 

Notification of Commencement and 
Marine Mammal Sightings 

The Port shall formally notify the 
NMFS AKR and OPR prior to the 
seasonal commencement of pile driving 
and would provide weekly monitoring 
reports once pile driving begins. The 
Port shall establish a long-term, 
formalized marine-mammal sighting 
and notification procedure for all Port 
users, visitors, tenants, or contractors 
prior to and after construction activities. 
The notification procedure shall clearly 
identify roles and responsibilities for 
reporting all marine mammal sightings. 
The Port will forward documentation of 
all reported marine mammal sightings to 
the NMFS. 

Public Outreach 
The Port will erect and maintain 

whale-notification signage in the 
waterfront viewing areas near the Ship 
Creek Public Boat Launch and within 
the secured Port entrance that is visible 
to all Port users. This signage will 
provide information on the beluga 
whale and notification procedures for 
reporting beluga whale sightings to the 
NMFS. The Port will consult with the 
NMFS to establish the signage criteria. 

Monitoring 
Marine mammal monitoring will be 

conducted by trained, dedicated 
observers at the Port during all times in- 
water pile driving is taking place and 
thirty minutes before pile driving 
commences to ensure no marine 
mammals are within the Level B 
harassment or shut down zones. All 
marine mammal sightings will be 
documented on NMFS approved marine 
mammal sighting sheets. 

Marine Mammal Monitoring 
Monitoring for marine mammals will 

take place concurrent with all pile 
driving activities and 30 minutes prior 
to pile driving commencement. One to 
two trained observer(s) will be placed at 
the Port at the best advantage point(s) 
practicable to monitor for marine 
mammals and will implement shut- 
down/delay procedures when 
applicable. The observer(s) will have no 
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other construction related tasks while 
conducting monitoring. Each observer 
will be properly trained in marine 
mammal species detection, 
identification and distance estimation 
and will be equipped with binoculars. 
At time of each sighting, the pile 
hammer operator must be immediately 
notified that there are beluga whales in 
the area, their location and direction of 
travel, and if shut-down is necessary. 

Prior to the start of seasonal pile 
driving activities, the Port will require 
construction supervisors and crews, the 
marine mammal monitoring team, the 
acoustical monitoring team (described 
below), and all project managers to 
attend a briefing on responsibilities of 
each party, defining chains of 
command, discussing communication 
procedures, providing overview of 
monitoring purposes, and reviewing 
operational procedures regarding beluga 
whales. During in-water construction 
activities, the Port shall ensure that 
construction contractors delegate 
supervisory responsibility to include 
on-site construction personnel to 
observe, record, and report marine 
mammal sightings and response actions 
taken, to include shut-down or delay. 

In addition to the Port’s trained 
marine mammal observers responsible 
for monitoring the harassment zones 
and calling for shut-down, an 
independent beluga whale monitoring 
team, consisting of one to two land 
based observers, shall report on (1) the 
frequency at which beluga whales are 
present in the project footprint; (2) 
habitat use, behavior, and group 
composition near the Port and correlate 
those data with construction activities; 
and (3) observed reactions of beluga 
whales in terms of behavior and 
movement during each sighting. It is 
likely that these observers will monitor 
for beluga whales 8 hours per day/ 4 
days per week but scheduling may 
change. These observers will work in 
collaboration with the Port to 
immediately communicate any presence 
of beluga whales or other marine 
mammals in the area prior to or during 
pile driving. The Port will keep this 
monitoring team informed of all 
schedules for that day (e.g., beginning 
vibratory pile driving at 0900 for 2 
hours) and any changes throughout the 
day. 

Acoustic Monitoring 
The Port will carry out a one-time 

acoustic monitoring study upon 
commencement of seasonal in-water 
pile driving. This study will confirm or 
identify harassment isopleths for all 
types of piles used, including open-cell 
sheet piles and 36–inch steel piles, and 

sound propagation levels during the 
‘‘stabbing’’ process, as this phase 
operates at reduced energy. The acoustic 
study proposal shall be approved by 
NMFS prior to the start of seasonal in- 
water pile driving. 

In addition, the Port will also install 
hydrophones (or employ other effective 
methodologies to the maximum extent 
possible) necessary to detect and 
localize passing whales and to 
determine the proportion of beluga 
whales missed from visual surveys. This 
study will be coordinated with the 
concurrent beluga whale monitoring 
program to correlate construction and 
operationally generated noise exposures 
with beluga whale presence, absence, 
and any altered behavior observed 
during construction and operations. 

Reporting 
The Port is responsible for submitting 

monthly marine mammal monitoring 
reports that include all Port observer 
marine mammal sightings sheets from 
the previous month. The sighting sheets 
have been approved by NMFS and 
require the following details, if able to 
be determined: group size, group 
composition (i.e., adult, juvenile, calf); 
behavior, location at time of first 
sighting and last sighting; time of day 
first sighted, time last sighted; approach 
distance to pile driving hammer; and 
note if shut-down/delay occurred and 
for how long. If shut-down or delay is 
not implemented, an explanation of 
why will be provided (e.g., outside of 
harassment zone, entered harassment 
zone but shut-down restriction 
requirements not met (e.g., no beluga 
whale calves, small group, ‘‘stabbing’’ 
phase). In addition, the report will note 
what type of pile driving and other 
activities were occurring at and during 
time of each sighting and location of 
each observer. The monthly report, due 
to NMFS OPR and AKR no later than 
the 5th of each month, will include all 
sighting sheets from the previous 
month. The one-time acoustic 
monitoring study report will be due to 
NMFS 45 days from completion of the 
sound study. The independent beluga 
whale monitoring team shall supply 
their monthly reports to NMFS; 
however, a timeframe for submitting 
these reports is not specified. The 
independent beluga whale monitoring 
team will submit their reports to NMFS 
as they are prepared. 

Endangered Species Act 
A Section 7 consultation under the 

ESA is not required for the proposed 
action as no endangered or threatened 
marine mammals or other listed species 
occur within the Project area; therefore, 

none will be affected by the proposed 
action. However, NMFS has proposed to 
list the Cook Inlet beluga whale stock as 
an endangered under the MMPA. The 
ESA provides some protection for 
species which are proposed to be listed 
as threatened or endangered. Section 
7(a)(4) requires an action agency to 
‘‘conference’’ with NMFS when its 
action is likely to jeopardize the 
continued existence of a species 
proposed for listing. NMFS AKR 
provided numerous comments and 
mitigation suggestions to the USACE 
regarding issuance of permit POA– 
2003–502–N which allows the Port to 
undertake Project activities. The NMFS 
AKR concurred with the USACE 
decision, as described in their EA, that 
the Project is not likely to jeopardize the 
continued existence of beluga whales; 
therefore, a conference opinion was not 
necessary. Because the impacts 
associated with the MMPA IHA are part 
of those already considered by the 
USACE and AKR, and this IHA imposes 
additional mitigation, NMFS OPR has 
determined that issuance of this IHA, 
which authorizes harassment to marine 
mammals, would also not jeopardize the 
continued existence of the Cook Inlet 
beluga whale stock; therefore, a 
conference is not necessary. 

NMFS notes that the determination on 
listing the Cook Inlet beluga whale is 
scheduled to be made by October 20, 
2008 (73 FR 21578, April 22, 2008). If 
listed, consultation may be required for 
this action. 

National Environmental Policy Act 
NMFS has, through NOAA 

Administrative Order (NAO) 216–6, 
established agency procedures for 
complying with NEPA and the 
implementing regulations issued by the 
Council on Environmental Quality. 
While the Port and MARAD and the 
USACE developed EAs identifying 
impacts to the affected human 
environment from the Project, NMFS 
also prepared its own EA. This EA 
focuses on potential impacts to marine 
mammals from the Project. This EA 
supports NMFS’ determination that the 
Project, alone and in combination with 
other activities, will not have a 
significant impact of the affected 
environment. 

Conclusions 
NMFS has issued an IHA to the Port 

and MARAD for the take of marine 
mammals incidental to the Port’s 
Marine Terminal Redevelopment Project 
over a one-year period. The issuance of 
this IHA is contingent upon adherence 
to the previously mentioned mitigation, 
monitoring, and reporting requirements. 
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NMFS has determined that pile driving 
could potentially result in harassment to 
marine mammals but such harassment 
will have a negligible impact on affected 
marine mammals and stocks. Therefore 
NMFS has authorized the taking of 34 
beluga whales, 20 harbor seals, 20 
harbor porpoises, and 20 killer whales. 
While behavioral modifications may be 
made by these species to avoid the 
resultant acoustic stimuli, when the 
natural reaction of marine mammals to 
loud sound, the already noisy 
background noise level of Knik Arm, 
habituation of beluga whales, and the 
required mitigation and monitoring are 
taken into consideration, NMFS does 
expect any long-term, significant 
alterations to marine mammal behavior 
that could impact vital life functions or 
decrease reproduction rates. Mitigation 
measures set forth in the USACE permit 
will minimize impact to habitat and 
therefore the effect on availability of 
prey for marine mammals. The activity 
will not have an unmitigable adverse 
impact on the availability of marine 
mammals for subsistence hunting. 
Mitigation measures are set in place to 
ensure no injury or mortality would 
occur. A conservative injury safety zone, 
shut down requirements, and soft-starts 
methods, in combination with diligent 
monitoring, will minimize adverse 
impacts. 

Authorization 
As a result of these determinations, 

NMFS has issued an IHA to the Port of 
Anchorage and the U.S. Department 
Maritime Administration, provided the 
previously mentioned mitigation, 
monitoring, and reporting requirements 
are incorporated. 

Dated: July 15, 2008. 
James H. Lecky, 
Director, Office of Protected Resources, 
National Marine Fisheries Service. 
[FR Doc. E8–16489 Filed 7–17–08; 8:45 am] 
BILLING CODE 3510–22–S 

DEPARTMENT OF DEFENSE 

Office of the Secretary 

Renewal of Department of Defense 
Federal Advisory Committees 

AGENCY: Department of Defense. 
ACTION: Renewal of Federal Advisory 
Committee. 

SUMMARY: Under the provisions of the 
Federal Advisory Committee Act of 
1972 (5 U.S.C. Appendix, as amended), 
the Government in the Sunshine Act of 
1976 (5 U.S.C. 552b, as amended), and 
41 CFR 102–3.65, the Department of 

Defense gives notice that it is renewing 
the charter for the Missile Defense 
Advisory Committee (hereafter referred 
to as the Committee). 

The Committee is a discretionary 
federal advisory committee established 
by the Secretary of Defense to provide 
the Department of Defense and the 
Director, Missile Defense Agency 
independent advice and 
recommendations on all matters relating 
to missile defense, including system 
development, technology, program 
maturity and readiness of configurations 
of the Ballistic Missile Defense System. 
The Committee, in accomplishing its 
mission: (a) Conducted an assessment of 
the MDA’s Capabilities-Based 
Acquisition approach; (b) made 
recommendations in the areas of 
Approach, Transition to Production and 
Sustainment, Block Names, and MDA- 
Managed Systems; (c) assessed the U.S. 
ballistic missile defense capabilities 
against a certain potential level of 
threat; and (d) set forth recommendation 
in the areas of Deterrence, Research and 
Development, and Combatant 
Commands and Services. 

The Committee shall be composed of 
not more than 10 members, who are 
distinguished authorities in the field of 
national defense policy, acquisition and 
technical areas relating to Ballistic 
Missile Defense System Programs. 
Committee members appointed by the 
Secretary of Defense, who are not 
federal officers or employees, shall be 
appointed as experts and consultants 
under the authority of 5 U.S.C. 3109 and 
with the exception of travel and per 
diem for official travel, shall serve 
without compensation, unless otherwise 
authorized by the Secretary of Defense. 
The Secretary of Defense shall renew 
the appointments of these Special 
Government Employees on an annual 
basis. The Committee shall select the 
Chairperson from the total Committee 
membership. 

The Committee shall be authorized to 
establish subcommittees, as necessary 
and consistent with its mission, and 
these subcommittees or working groups 
shall operate under the provisions of the 
Federal Advisory Committee Act of 
1972, the Government in the Sunshine 
Act of 1976, and other appropriate 
federal regulations. 

Such subcommittees or workgroups 
shall not work independently of the 
chartered Committee, and shall report 
all their recommendations and advice to 
the Committee for full deliberation and 
discussion. Subcommittees or 
workgroups have no authority to make 
decisions on behalf of the chartered 
Committee nor can they report directly 
to the Department of Defense or any 

federal officers or employees who are 
not Committee members. 
FOR FURTHER INFORMATION CONTACT: 
Contact Jim Freeman, Deputy 
Committee Management Officer for the 
Department of Defense, 703–601–6128. 
SUPPLEMENTARY INFORMATION: The 
Committee shall meet at the call of the 
Committee’s Designated Federal Officer, 
in consultation with the Committee’s 
chairperson. The Designated Federal 
Officer, pursuant to DoD policy, shall be 
a full-time or permanent part-time DoD 
employee, and shall be appointed in 
accordance with established DoD 
policies and procedures. The Designated 
Federal Officer or duly appointed 
Alternate Designated Federal Officer 
shall attend all committee meetings and 
subcommittee meetings. 

Pursuant to 41 CFR 102–3.105(j) and 
102–3.140, the public or interested 
organizations may submit written 
statements to the Missile Defense 
Advisory Committee membership about 
the Committee’s mission and functions. 
Written statements may be submitted at 
any time or in response to the stated 
agenda of planned meeting of the 
Missile Defense Advisory Committee. 

All written statements shall be 
submitted to the Designated Federal 
Officer for the Missile Defense Advisory 
Committee, and this individual will 
ensure that the written statements are 
provided to the membership for their 
consideration. Contact information for 
the Missile Defense Advisory 
Committee’s Designated Federal Officer 
can be obtained from the GSA’s FACA 
Database—https://www.fido.gov/ 
facadatabase/public.asp. 

The Designated Federal Officer, 
pursuant to 41 CFR 102–3.150, will 
announce planned meetings of the 
Missile Defense Advisory Committee. 
The Designated Federal Officer, at that 
time, may provide additional guidance 
on the submission of written statements 
that are in response to the stated agenda 
for the planned meeting in question. 

Dated: July 11, 2008. 
Patricia L. Toppings, 
OSD Federal Register Liaison Officer, 
Department of Defense. 
[FR Doc. E8–16412 Filed 7–17–08; 8:45 am] 
BILLING CODE 5001–06–P 

DEPARTMENT OF DEFENSE 

Office of the Secretary 

Board of Visitors Meeting 

AGENCY: Defense Acquisition 
University, DoD. 
ACTION: Board of visitors meeting. 
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SUMMARY: The next meeting of the 
Defense Acquisition University (DAU) 
Board of Visitors (BoV) will be held at 
Defense Acquisition University, Fort 
Belvoir, VA. The purpose of this 
meeting is to report back to the BoV on 
continuing items of interest. 
DATES: July 24, 2008 from 0900–1400. 
ADDRESSES: Packard Conference Center, 
Defense Acquisition University, Bldg. 
184, Fort Belvoir, VA 22060. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Patricia Cizmadia at 703–805–5133. 
SUPPLEMENTARY INFORMATION: The 
meeting is open to the public; however, 
because of space limitations, allocation 
of seating will be made on a first-come, 
first served basis. Persons desiring to 
attend the meeting should call Ms. 
Patricia Cizmadia at 703–805–5133. 

Dated: July 11, 2008. 
Patricia L. Toppings, 
OSD Federal Register Liaison Officer, 
Department of Defense. 
[FR Doc. E8–16414 Filed 7–17–08; 8:45 am] 
BILLING CODE 5001–06–P 

DEPARTMENT OF DEFENSE 

Office of the Secretary 

Defense Advisory Committee on 
Military Personnel Testing 

AGENCY: Under Secretary of Defense for 
Personnel and Readiness, DoD. 
ACTION: Meeting notice. 

SUMMARY: Under the provisions of the 
Federal Advisory Committee Act of 
1972 (5 U.S.C., Appendix, as amended), 
the Government in the Sunshine Act of 
1976 (5 U.S.C. 552b, as amended), and 
41 CFR 102–3.150, the Department of 
Defense announces the following 
Federal Advisory Committee Meeting of 
the Defense Advisory Committee on 
Military Personnel Testing. 
DATES: Wednesday, August 21, 2008 
(8:30 a.m. to 4 p.m.) and Thursday, 
August 22, 2008 (8:30 a.m. to 12 p.m.). 

ADDRESSES: The meeting will be held at 
the Hyatt Regency Rochester, 125 East 
Main Street, Rochester, NY 14604. 

FOR FURTHER INFORMATION CONTACT: Dr. 
Jane Arabian, (703) 697–9271. 

SUPPLEMENTARY INFORMATION: 
Purpose of the Meeting: The purpose 

of the meeting is to review planned 
changes and progress in developing 
computerized and paper-and-pencil 
enlistment tests. 

Agenda: The agenda includes an 
overview of current enlistment test 
development timelines and planned 
research for the next three years. In 
addition, the recently completed Initial 
Operational Test and Evaluation results 
for new test forms will be presented to 
the Committee for their review and 
implementation recommendations. 

Public’s Accessibility to the Meeting: 
Pursuant to 5 U.S.C. 552b and 41 CFR 
102–3.140 through 102–3.165, and the 
availability of space, this meeting is 
open to the public. 

Committee’s Designated Federal 
Officer or Point of Contact: Dr. Jane M. 
Arabian, Assistant Director, Accession 
Policy, Office of the Under Secretary of 
Defense (Personnel and Readiness), 
Room 2B271, The Pentagon, 
Washington, DC 20301–4000, telephone 
(703) 697–9271. 

Persons desiring to make oral 
presentations or submit written 
statements for consideration at the 
Committee meeting must contact Dr. 
Jane M. Arabian at the address or 
telephone number above no later than 
August 8, 2008. 

Dated: July 11, 2008. 

Patricia L. Toppings, 
OSD Federal Register Liaison Officer, 
Department of Defense. 
[FR Doc. E8–16418 Filed 7–17–08; 8:45 am] 

BILLING CODE 5001–06–P 

DEPARTMENT OF DEFENSE 

Office of the Secretary 

Defense Task Force on Sexual Assault 
in the Military Services 

AGENCY: Office of the Assistant 
Secretary of Defense (Personnel and 
Readiness); DoD. 
ACTION: Committee meeting. 

SUMMARY: Pursuant to the Federal 
Advisory Committee Act of 1972 (5 
U.S.C., Appendix, as amended), the 
Sunshine in the Government Act of 
1976 (5 U.S.C. 552b, as amended), 41 
CFR 102–3.140 and 41 CFR 102–3.150, 
announcement is made of the following 
committee meeting of the Defense Task 
Force on Sexual Assault in the Military 
Services (hereafter referred to as the 
Task Force). 
DATES: August 11, 2008 through August 
15, 2008 (8 a.m. to 5 p.m.). 
ADDRESSES: Embassy Suites 
Alexandria—Old Town, Windsor East, 
1900 Diagonal Road, Alexandria, VA 
22314. 

FOR FURTHER INFORMATION CONTACT: Col 
Jackson-Chandler, Designated Federal 
Officer, Defense Task Force on Sexual 
Assault in the Military Services, 2850 
Eisenhower Ave, Suite 100, Alexandria, 
Virginia 22314, Telephone: (703) 325– 
6640, DSN# 221, Fax: (703) 325–6710/ 
6711, E-mail: 
cora.chandler@wso.whs.mil. 

SUPPLEMENTARY INFORMATION: 
Purpose of the Meeting: The purpose 

of this open meeting is to obtain 
information related to the Task Force’s 
congressionally mandated task to 
examine matters related to sexual 
assault in the military services through 
briefings from the Department of 
Defense (DoD) experts, and DoD 
agencies; the Department of Veteran 
Affairs and the Department of Justice; 
the Alliance for National Defense and 
the Law Office of Mr. Charles Gittins. 

Agenda: 

Monday, Aug 11, 2008 
Day 1 

8 a.m.–8:15 a.m. .......................................................... Opening Remarks ........................................................ Co-Chairs. 
8:15 a.m.–9:15 a.m. ..................................................... U.S. Navy Briefing ....................................................... Mr. Paul Finch. 

Sexual Assault Program.
Training.
Cultural Sensitivity/Competency.

10 a.m.–10:15 a.m. ...................................................... Break.
10:15 a.m.–11:30 p.m. ................................................. SAPR & VA Program ................................................... Mr. Paul Finch. 

Medical.
Mental Health.
Pastoral Care.
Legal.
Law Enforcement/Investigations.

11:30 a.m.–12:30 p.m. ................................................. Lunch.
12:30 p.m.–1:30 p.m. ................................................... Violence Against Women ............................................ Honorable Diane Stuart, Former Department of Jus-

tice. 
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1:30 p.m.–2:30 p.m. ..................................................... Discussion of Site ........................................................ Ms. Lysbeth Spence. 
Visit Focus ................................................................... Ms. Anita Boyd, SAPR Analyst. 
Group Questions.

2:30 p.m.–2:45 p.m. ..................................................... Break.
2:45 p.m.–4:30 p.m. ..................................................... Travel Schedule ........................................................... Tom Cuthbert, Senior Policy Advisor. 
4:30 p.m.–5 p.m. .......................................................... Wrap Up ...................................................................... Lonnie Weiss, Facilitator. 

Tuesday, Aug 12, 2008 
Day 2 

8 a.m. –9 a.m. .............................................................. National Guard Sexual Assault Prevention & Re-
sponse Program Overview.

Mr. Kevin Crowley, Deputy Manpower & Personnel 
Directorate. 

9 a.m.–10 a.m. ............................................................. Military Criminal Justice ............................................... Mr. Robert Reed, Associate, Deputy General Coun-
sel. 

10 a.m.–10:15 a.m. ...................................................... Break.
10:15 a.m.–12 p.m. ...................................................... U.S. Air Force Briefing ................................................. Ms. Charlene Bradley, Asst. Deputy for Force Man-

agement Integration. 
Sexual Assault Program.
Training ........................................................................ Office of Sexual Assault Prevention and Response. 
Cultural Sensitivity/Competency.

12 p.m.–1 p.m. ............................................................. Lunch.
1 p.m.–4:30 p.m. .......................................................... U.S. Air Force Briefing Continued: .............................. Office of Sexual Assault Prevention and Response. 

SAPR & VA Program.
Medical.
Mental Health.
Pastoral Care.
Legal.
Law Enforcement/Investigations.

4:30 p.m.–5 p.m. .......................................................... Wrap Up ...................................................................... Ms. Debbie Gray, SAPR Analyst. 

Wednesday, Aug 13, 2008 
Day 3 

8 a.m.–9 a.m. ............................................................... Alliance for National Defense ...................................... Ms. Sherry de Vries, Vice President. 
9 a.m.–10 a.m. ............................................................. Veterans Affairs ........................................................... Dept of Veterans Affairs. 

Women’s Issues.
10 a.m.–10:15 a.m. ...................................................... Break.
10:15 a.m.–12 p.m. ...................................................... U.S. Army Briefing ....................................................... Ms. Carolyn Collins, Sexual Assault Prevention & Re-

sponse Program Manager. 
Sexual Assault Program.
Training.
Cultural Sensitivity/Competency.

12 p.m.–1 p.m. ............................................................. Lunch.
1 p.m.–4:30 p.m. .......................................................... U.S. Army Briefing Continued:.

SAPR & VA Program ................................................... Mr. Richard Myer. 
Medical ........................................................................ LTC (P) Murray, MEDCOM. 
Mental Health .............................................................. Ms. Hubert, MEDCOM. 
Pastoral Care ............................................................... Chap. Strohn (tentative). 
Legal ............................................................................ Mr. Cosgrove, OTJAG. 
Law Enforcement/Investigations .................................. Mr. Surian, CID. 

4:30 p.m.–5 p.m. .......................................................... Wrap Up ...................................................................... Ms. Debbie Gray, SAPR Analyst. 

Thursday, Aug 14, 2008 
Day 4 

8 a.m.–9 a.m. ............................................................... Defense Incident Based .............................................. Mr. John Autrey. 
Reporting System (DIBRS).

9 a.m.–10 a.m. ............................................................. Defense Attorney ......................................................... Mr. Charles Gittins, The Law Office of Charles 
Gittins. 

10 a.m.–10:15 a.m. ...................................................... Break.
10:15 a.m.–12 p.m. ...................................................... U.S. Marine Corps Briefing .......................................... Mr. Ray Bruneau, Section, Head SAPRO. 

Sexual Assault Program.
Training.
Cultural Sensitivity/Competency.

12 p.m.–1 p.m. ............................................................. Lunch.
1 p.m.–4:30 p.m. .......................................................... U.S. Marine Corps Briefing Continued: ....................... Mr. Ray Bruneau, Section Head SAPRO. 

SAPR & VA Program.
Medical.
Mental Health.
Pastoral Care.
Legal.
Law Enforcement/Investigations.

4:30 p.m.–5 p.m. .......................................................... Wrap Up ...................................................................... Ms. Debbie Gray, SAPR Analyst. 

Friday, Aug 15, 2008 
Day 5 

8 a.m.–10 a.m. ............................................................. Executive Level Focus ................................................. Mr. Paul Cook. 
Group Training ............................................................. Ms. Lindsay Rock, Defense Manpower Data Center. 

10 a.m.–10:15 a.m. ...................................................... Break.
10:15 a.m.–11:30 a.m. ................................................. 2006 Gender Relations ............................................... Ms. Rachel Lipari, Defense Manpower Data Center. 

Survey.
11:30 a.m.–12:30 p.m. ................................................. Lunch.
12:30 p.m.–4:30 p.m. ................................................... SAPR Programs: Oversight ......................................... Dr. Kaye Whitley, Director OSD SAPRO. 

Training ........................................................................ OSD SAPRO. 
Cultural Sensitivity/Competency.
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SAPRA Programs.
Measures of Effectiveness.
Victim Care .................................................................. Lt. Col. Nate Galberth, Dep. 
Victim Advocacy .......................................................... Director OSD SAPRO. 
Restricted & Unrestricted Reporting ............................ OSD SAPRO. 
DoD Policy ................................................................... Teresa Scalzo, Esq., Senior Policy Advisor, OSD 

SAPRO. 
Legal/Investigations.
Break.
Data Case Records ..................................................... OSD SAPRO. 
Management System (DECRMS).
Resources .................................................................... OSD SAPRO. 

4:30 p.m.–5 p.m. .......................................................... Wrap Up ...................................................................... Ms. Debbie Gray, SAPR Analyst. 

The Task Force’s meeting will be held 
at Embassy Suites Alexandria—Old 
Town, Windsor East, 1900 Diagonal RD, 
Alexandria, VA 22314 from 8 a.m. to 5 
p.m. Monday August 11, 2008 through 
Friday, August 15, 2008. The meeting is 
open to the public pursuant to 5 U.S.C. 
552b, as amended, and 41 CFR 102– 
3.140 through 102–3.165, and subject to 
the availability of space. 

Pursuant to 41 CFR 102–3.105(j), 102– 
3.140 (c), section 10(a)(3) of the Federal 
Advisory Committee Act, as amended, 
and subject to the procedures outlined 
in this notice, any member of the public 
or interested organizations may submit 
written statements to the Defense Task 
Force on Sexual Assault in the Military 
Services membership about the stated 
agenda and/or to give input as to the 
mission and function of the task force. 
Though written statements may be 
submitted at any time for consideration 
or in response to a stated agenda to a 
planned meeting, statements must be 
received in a timely fashion for 
consideration at a specific meeting. 

All written statements intended to be 
considered for the meeting that is the 
subject of this notice shall be submitted 
to the Designated Federal Officer for the 
Defense Task Force on Sexual Assault in 
the Military Services no later that 
August 4, 2008, and this individual will 
review all timely submitted written 
statements and will provide those 
statements to the task force membership 
for their consideration. Contact 
information for the Designated Federal 
Officer is provided in this notice or can 
be obtained from the GSA’s FACA 
Database—https://www.fido.gov/ 
facadatabase/public.asp. 

The Designated Federal Officer, 
pursuant to 41 CFR 102–3.150, will 
announce planned meetings of the 
Defense Task Force on Sexual Assault in 
the Military Services. The Designated 
Federal Officer, at that time, may 
provide additional guidance on the 
submission of written statements and/or 
live testimony that are in response to 
the stated agenda for the planned 
meeting in question. 

Dated: July 11, 2008. 
Patricia L. Toppings, 
OSD Federal Register Liaison Officer, 
Department of Defense. 
[FR Doc. E8–16417 Filed 7–17–08; 8:45 am] 
BILLING CODE 5001–06–P 

DEPARTMENT OF DEFENSE 

Office of the Secretary 

Missile Defense Advisory Committee 
Closed Meeting 

AGENCY: Department of Defense; Missile 
Defense Agency (MDA). 
ACTION: Notice of closed meeting. 

SUMMARY: Under the provisions of the 
Federal Advisory Committee Act of 
1972 (5 U.S.C., Appendix, as amended) 
and the Sunshine in Government Act of 
1976 (5 U.S.C. 552b, as amended) and 
41 CFR 102–3.150, the Department of 
Defense announces the following 
Federal Advisory Committee Meeting of 
the Missile Defense Advisory 
Committee. 

The need to conduct this meeting was 
identified less than 15 calendar days 
prior to the schedule date. As a result, 
the meeting notice is being published 
with less than 15 calendar days notice. 
DATES: Tuesday, July 15, 2008 (8 a.m. to 
3 p.m.) 
ADDRESSES: 7100 Defense Pentagon, 
Washington, DC 20301–7100. 

Security clearance and visit requests 
are required for access. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Al Bready, Designated Federal Officer at 
mdac@mda.mil, phone/voice mail 703– 
695–6438, or mail at 7100 Defense 
Pentagon, Washington, DC 20301–7100. 
SUPPLEMENTARY INFORMATION: 

Purpose of the Meeting: At this 
meeting, the Committee will receive 
classified briefings by Missile Defense 
Agency senior staff, Program Managers, 
senior Department of Defense leaders, 
representatives from industry and the 
Services on the political, technical, and 
programmatic aspects of developing and 
deploying space-based sensors and 
interceptors that could provide for the 

defense of the U.S. Homeland, deployed 
forces, allies, and friends from ballistic 
missile attack. 

Agenda: Topics tentatively scheduled 
for classified discussion include, but are 
not limited to preparatory work to 
review the study terms of reference; 
Defense Support Program; Space based 
Infrared Radar System; and the Space 
Tracking and Surveillance System. 

Meeting Accessibility: Pursuant to 5 
U.S.C. 552b, as amended, and 41 CFR 
102–3.155, the Missile Defense Agency 
has determined that the meeting shall be 
closed to the public. The Director, 
Missile Defense Agency, in consultation 
with the Missile Defense Agency Office 
of General Counsel, has determined in 
writing that the public interest requires 
that all sessions of the committee’s 
meeting will be closed to the public 
because they will be concerned with 
classified information and matters 
covered by section 5 U.S.C. 552b(c)(1). 

Committee’s Designated Federal 
Officer: Mr. Al Bready, mdac@mda.mil, 
phone/voice mail 703–695–6438, or 
mail at 7100 Defense Pentagon, 
Washington, DC 20301–7100. 

Pursuant to 41 CFR 102–3.105(j) and 
102–3.140, and section 10(a)(3) of the 
Federal Advisory Committee Act of 
1972, the public or interested 
organizations may submit written 
statements to the membership of the 
Missile Defense Advisory Committee 
about its mission and functions. Written 
statements may be submitted at any 
time or in response to the stated agenda 
of a planned meeting of the Missile 
Defense Advisory Committee. 

All written statements shall be 
submitted to the Designated Federal 
Officer for the Missile Defense Advisory 
Committee, in the following formats: 
one hard copy with original signature 
and one electronic copy via e-mail 
(acceptable file formats: Adobe Acrobat 
PDF, MS Word or MS PowerPoint), and 
this individual will ensure that the 
written statements are provided to the 
membership for their consideration. 
Contact information for the Designated 
Federal Officer is as stated above and 
can also be obtained from the GSA’s 
Federal Advisory Committee Act 
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Database—https://www.fido.gov/ 
facadatabase/public.asp. 

Statements being submitted in 
response to the agenda mentioned in 
this notice must be received by the 
Designated Federal Officer at the 
address listed at least five calendar days 
prior to the meeting which is the subject 
of this notice. Written statements 
received after this date may not be 
provided to or considered by the Missile 
Defense Advisory Committee until its 
next meeting. The Designated Federal 
Officer will review all timely 
submissions with the Missile Defense 
Advisory Committee Chairperson and 
ensure they are provided to all members 
of the Missile Defense Advisory 
Committee before the meeting that is the 
subject of this notice. 

Dated: July 11, 2008. 
Patricia L. Toppings, 
OSD Federal Register Liaison Officer, 
Department of Defense. 
[FR Doc. E8–16410 Filed 7–17–08; 8:45 am] 
BILLING CODE 5001–06–P 

DEPARTMENT OF DEFENSE 

Office of Secretary 

[Docket ID: DoD–2008–OS–0078] 

Privacy Act of 1974; Systems of 
Records 

AGENCY: Defense Commissary Agency, 
DoD. 
ACTION: Notice to amend a System of 
Records. 

SUMMARY: The Defense Commissary 
Agency (DeCA) is proposing to amend a 
system of records notice to its inventory 
of record systems subject to the Privacy 
Act of 1974, (5 U.S.C. 552a), as 
amended. 

DATES: This action will be effective 
without further notice on August 18, 
2008 unless comments are received that 
would result in a contrary 
determination. 

ADDRESSES: Defense Commissary 
Agency, 1300 E Avenue, Fort Lee, VA 
23801–1800. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Donna Williamson at (804) 734–8777. 
SUPPLEMENTARY INFORMATION: The 
Defense Commissary Agency notices for 
systems of records subject to the Privacy 
Act of 1974 (5 U.S.C. 552a), as amended, 
have been published in the Federal 
Register and are available from the 
address above. 

The specific changes to the record 
system being amended are set forth 
below followed by the notice, as 

amended, published in its entirety. The 
proposed amendment is not within the 
purview of subsection (r) of the Privacy 
Act of 1974, (5 U.S.C. 552a), as 
amended, which requires the 
submission of a new or altered system 
report. 

Dated: July 11, 2008. 
Patricia Toppings, 
OSD Federal Register Liaison Officer, 
Department of Defense. 

ZGC 001 

SYSTEM NAME: 
General Counsel Case Files (June 1, 

2001, 66 FR 29777). 

CHANGES: 

* * * * * 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Delete ‘‘who may’’. 
Delete the word ‘‘defendant’’ replace 

with ‘‘party’’. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Delete entry and replace with ‘‘Name 

of the party bringing the action, 
witnesses, and other parties; home 
address; telephone numbers; location; 
type of case and other details including 
settlement and resolution.’’ 
* * * * * 

PURPOSE(S): 
Delete entry and replace with ‘‘The 

records are used to investigate, evaluate, 
adjudicate, defend, prosecute, or settle 
claims or lawsuits.’’ 
* * * * * 

STORAGE: 
Delete entry and replace with ‘‘Paper 

records in file folders and electronic 
storage media.’’ 

RETRIEVABILITY: 
Delete ‘‘or anticipated litigant’’. 

* * * * * 

SYSTEM MANAGER(S) AND ADDRESS: 
Delete entry and replace with 

‘‘Supervisory Legal Administrative 
Specialist, Office of the General 
Counsel, Headquarters, Defense 
Commissary Agency, 1300 E. Avenue, 
Fort Lee, VA 23801–1800.’’ 
* * * * * 

ZGC 001 

SYSTEM NAME: 
General Counsel Case Files. 

SYSTEM LOCATION: 
Office of the General Counsel, 

Headquarters, Defense Commissary 
Agency, ATTN: GC, 1300 E Avenue, 
Fort Lee, VA 23801–1800. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Any individual who has filed a claim, 
a complaint or similar pleading or 
instituted litigation against the Defense 
Commissary Agency in a court, 
administrative body or in an established 
administrative dispute resolution 
procedure in which a Defense 
Commissary Agency employee or the 
Defense Commissary Agency is named 
as a party concerning matters under the 
cognizance of the General Counsel, 
Defense Commissary Agency. 

CATEGORIES OF RECORDS IN THE SYSTEM: 

Name of the party bringing the action, 
witnesses, other parties; home address, 
telephone numbers, location, type of 
case and other details including 
settlement and resolution. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

5 U.S.C. 301, Department Regulations 
and 10 U.S.C. 2482, Commissary stores: 
operation. 

PURPOSE(S): 

The records are used to investigate, 
evaluate, adjudicate, defend, prosecute, 
or settle claims or lawsuits. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

In addition to those disclosures 
generally permitted under 5 U.S.C. 
552a(b) of the Privacy Act, these records 
or information contained therein may 
specifically be disclosed outside the 
DoD as a routine use pursuant to 5 
U.S.C. 552a(b)(3) as follows: 

The DoD ‘Blanket Routine Uses’ set 
forth at the beginning of the Defense 
Commissary Agency’s compilation of 
systems of records notices apply to this 
system. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 

Paper records in file folders and 
electronic storage media. 

RETRIEVABILITY: 

Name of litigant and case number. 

SAFEGUARDS: 

Paper and automated records are 
stored in rooms with restricted access in 
a secure building. Access is limited to 
the General Counsel staff in 
performance of their official duties. 

RETENTION AND DISPOSAL: 

Records retained for six years after 
final action, then destroyed. Paper 
records are shredded. 
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SYSTEM MANAGER(S) AND ADDRESS: 

Supervisory Legal Administrative 
Specialist, Office of the General 
Counsel, Headquarters, Defense 
Commissary Agency, 1300 E Avenue, 
Fort Lee, VA 23801–1800. 

NOTIFICATION PROCEDURE: 

Individuals seeking to determine 
whether this system of records contains 
information about themselves should 
address written inquiries to the 
Freedom of Information Act/Privacy 
Officer, Defense Commissary Agency, 
1300 E Avenue, Fort Lee, VA 23801– 
1800. 

The request should contain the 
individual’s full name, address, and 
telephone number. These items are 
necessary for the retrieval of 
information. 

Requests submitted on behalf of other 
persons must include their written 
authorization. 

RECORD ACCESS PROCEDURES: 

Individuals seeking access to records 
about themselves contained in this 
system of records should address 
written inquiries to the Freedom of 
Information Act/Privacy Officer, 
Defense Commissary Agency, 1300 E 
Avenue, Fort Lee, VA 23801–1800. 

The request should contain the 
individual’s full name, address, and 
telephone number. These items are 
necessary for the retrieval of 
information. 

Requests submitted on behalf of other 
persons must include their written 
authorization. 

CONTESTING RECORD PROCEDURES: 

The Defense Commissary Agency’s 
rules for accessing records, for 
contesting contents and appealing 
initial agency determinations are 
contained in Defense Commissary 
Agency Directive 30–13; 32 CFR part 
327; or may be obtained from the 
Freedom of Information Act/Privacy 
Officer at 1300 E Avenue, Fort Lee, VA 
23801–1800. 

RECORD SOURCE CATEGORIES: 

From all sources with information 
which may impact upon actual or 
anticipated litigation, e.g., 
administrative boards, other record 
systems within DeCA, DoD, and third 
parties who provide information 
voluntarily or in response to discovery. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 

None. 

[FR Doc. E8–16419 Filed 7–17–08; 8:45 am] 
BILLING CODE 5001–06–P 

DEPARTMENT OF DEFENSE 

Department of the Army 

Intent To Grant an Exclusive License 
of a U.S. Government-Owned Patent 

AGENCY: Department of the Army, DoD. 
ACTION: Notice. 

SUMMARY: In accordance with 35 U.S.C. 
209(e) and 37 CFR 404.7 (a)(I)(i), 
announcement is made of the intent to 
grant an exclusive, royalty-bearing, 
revocable license to U.S. Patent 
Application 11/464,001, filed August 
11, 2006, entitled ‘‘Broad Spectrum 
Antibacterial Compounds’’ and foreign 
rights (PCT/US2006/031550) to 
Microbiotix, Inc., with its principal 
place of business at One Innovation 
Drive, Worchester, Massachusetts, 
01605. 

ADDRESSES: Commander, U.S. Army 
Medical Research and Materiel 
Command, ATTN: Command Judge 
Advocate, MCMR–JA, 504 Scott Street, 
Fort Detrick, Frederick, MD 21702– 
5012. 

FOR FURTHER INFORMATION CONTACT: For 
licensing issues, Dr. Paul Mele, Office of 
Research & Technology Assessment, 
(301) 619–6664. For patent issues, Ms. 
Elizabeth Arwine, Patent Attorney, (301) 
619–7808, both at telefax (301) 619– 
5034. 

SUPPLEMENTARY INFORMATION: Anyone 
wishing to object to the grant of this 
license can file written objections along 
with supporting evidence, if any, 15 
days from the date of this publication. 
Written objections are to be filed with 
the Command Judge Advocate (see 
ADDRESSES). 

Brenda S. Bowen, 
Army Federal Register Liaison Officer. 
[FR Doc. E8–16457 Filed 7–17–08; 8:45 am] 
BILLING CODE 3710–08–P 

DEPARTMENT OF DEFENSE 

Department of the Army 

[Docket ID: USA–2208–0022] 

Privacy Act of 1974; System of 
Records 

AGENCY: Department of the Army, DoD. 
ACTION: Notice to Alter a System of 
Records. 

SUMMARY: The Department of the Army 
is proposing to alter a system of records 
in its existing inventory of records 
systems subject to the Privacy Act of 
1974, (5 U.S.C. 552a), as amended. 

DATES: The proposed action will be 
effective on August 18, 2008, unless 
comments are received that would 
result in a contrary determination. 
ADDRESSES: Department of the Army, 
Freedom of Information/Privacy 
Division, U.S. Army Records 
Management and Declassification 
Agency, 7701 Telegraph Road, Casey 
Building, Suite 144, Alexandria, VA 
22325–3905. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Vicki Short at (703) 428–6508. 
SUPPLEMENTARY INFORMATION: The 
Department of the Army systems of 
records notices subject to the Privacy 
Act of 1974 (5 U.S.C. 552a), as amended, 
have been published in the Federal 
Register and are available from the 
address above. 

The proposed system report, as 
required by 5 U.S.C. 552a(r) of the 
Privacy Act of 1974, as amended, was 
submitted on July 9, 2008, to the House 
Committee on Oversight and 
Government Reform, the Senate 
Committee on Homeland Security and 
Governmental Affairs, and the Office of 
Management and Budget (OMB) 
pursuant to paragraph 4c of Appendix I 
to OMB Circular No. A–130, ‘Federal 
Agency Responsibilities for Maintaining 
Records About Individuals,’ dated 
February 8, 1996 (February 20, 1996, 61 
FR 6427). 

Dated: July 11, 2008. 
Patricia L. Toppings, 
OSD Federal Register Liaison Officer, 
Department of Defense. 

A0600–85 DAPE 

SYSTEM NAME: 
Army Substance Abuse Program (May 

9, 2003, 68 FR 24954). 

CHANGES: 

* * * * * 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Delete entry and replace with ‘‘Active 
Army, Army National Guard, U.S. Army 
Reserve and family members, Army 
civilian employees, and military retirees 
who are screened and/or enrolled in the 
Army Substance Abuse Program.’’ 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Delete entry and replace with ‘‘Copies 

of patient intake records, progress 
reports, psychosocial histories, 
counselor observations and impressions 
of patient’s behavior and rehabilitation 
progress; copies of medical consultation 
and laboratory procedures performed, 
results of biochemical urinalysis for 
alcohol/drug abuse, Patient Intake/ 
Screening record—PIR; Patient Progress 
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Report—PPR; Resource and 
Performance Report; and Specimen 
Custody Document—Drug Testing; 
electronic copies of Patient Intake/ 
Screening record—PIR; Patient Progress 
Report—PPR; Resource and 
Performance Report; and Specimen 
Custody Document—Drug Testing High 
Risk behavior statistics, training 
materials, substance abuse information, 
user access information, survey data, 
demographic composites of the data 
elements and similar or related 
documents.’’ 
* * * * * 

PURPOSE(S): 

Delete entry and replace with ‘‘To 
identify alcohol and drug abusers 
within the Army; to treat, counsel, and 
rehabilitate individuals who participate 
in the Army Substance Abuse Program; 
as a management tool to identify trends, 
judge the magnitude of drug and alcohol 
abuse, and to measure the effectiveness 
of drug and alcohol prevention efforts in 
the Army.’’ 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Delete fifth paragraph and replace 
with ‘‘To medical personnel to the 
extent necessary to meet a bona fide 
medical emergency or to assess and 
provide necessary substance abuse 
treatment.’’ 

Add the following uses: ‘‘For 
validated background checks of 
individuals requesting security 
clearances with appropriate releases 
from the individual.’’ 

STORAGE: 

Delete entry and replace with ‘‘Paper 
records in locked metal containers and 
electronic storage media.’’ 

RETRIEVABILITY: 

Delete entry and replace with ‘‘By 
patient’s surname, Social Security 
Number (SSN) or other individually 
identifying characteristic.’’ 

SAFEGUARDS: 

Delete entry and replace with ‘‘Paper 
records are maintained in locked file 
cabinets in a restricted access area. 
Information is accessible only by 
authorized personnel with appropriate 
clearance/access in the performance of 
their duties. Electronic records are 
stored in a secured accredited database 
with firewalls and other security 
measures. All SSN data is encrypted 
and no names are available. The 
database hardware is stored in a secured 
room with limited access.’’ 

RETENTION AND DISPOSAL: 
Delete entry and replace with 

‘‘Permanent. Keep in current files area 
until no longer needed for conducting 
business, then retire to Records Holding 
Area/Army Electronic Archives (RHA/ 
AEA). The RHA/AEA will transfer to the 
National Archives when record is 20 
years old.’’ 

SYSTEM MANAGER(S) AND ADDRESS: 
Delete entry and replace with 

‘‘Deputy Chief of Staff, G–1, 
Headquarters, Department of the Army, 
300 Army Pentagon, Washington, DC 
20320–3000.’’ 

NOTIFICATION PROCEDURE: 
Add sentence at the end of second 

paragraph ‘‘If an unsworn declaration is 
executed within the United States, its 
territories, possessions, or 
commonwealths, it shall read ‘‘I declare 
(or certify, verify, or state) under penalty 
of perjury that the foregoing is true and 
correct. Executed on (date). 
(Signature).’’ 

If an unsworn declaration is executed 
outside the United States, it shall read 
‘‘I declare (or certify, verify, or state) 
under penalty of perjury under the laws 
of the United States of America that the 
foregoing is true and correct. Executed 
on (date). (Signature).’’ 

Denial to amend records in this 
system can be made only by the Deputy 
Chief of Staff, G–1.’’ 

RECORD ACCESS PROCEDURES: 
Add sentence at the end of second 

paragraph ‘‘If an unsworn declaration is 
executed within the United States, its 
territories, possessions, or 
commonwealths, it shall read ‘‘I declare 
(or certify, verify, or state) under penalty 
of perjury that the foregoing is true and 
correct. Executed on (date). 
(Signature).’’ 

If an unsworn declaration is executed 
outside the United States, it shall read 
‘‘I declare (or certify, verify, or state) 
under penalty of perjury under the laws 
of the United States of America that the 
foregoing is true and correct. Executed 
on (date). (Signature).’’ 

Denial to amend records in this 
system can be made only by the Deputy 
Chief of Staff, G–1.’’ 
* * * * * 

A0600–85 DAPE 

SYSTEM NAME: 
Army Substance Abuse Program. 

SYSTEM LOCATION: 
Primary location: Army Substance 

Abuse Program (ASAP) rehabilitation/ 
counseling facilities (e.g., Community 
Counseling Center/ASAP Counseling 

Facilities) at Army installations and 
activities. Official mailing addresses are 
published as an appendix to the Army’s 
compilation of record system notices. 

SECONDARY LOCATION: 
Army Center for Substance Abuse 

Program, 4501 Ford Avenue, Suite 320, 
Alexandra, VA 22302–1460. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Active Army, Army National Guard, 
U.S. Army Reserve and family members, 
Army civilian employees, and military 
retirees who are screened and/or 
enrolled in the Army Substance Abuse 
Program. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Copies of patient intake records, 

progress reports, psychosocial histories, 
counselor observations and impressions 
of patient’s behavior and rehabilitation 
progress; copies of medical consultation 
and laboratory procedures performed, 
results of biochemical urinalysis for 
alcohol/drug abuse, Patient Intake/ 
Screening record—PIR; Patient Progress 
Report—PPR; Resource and 
Performance Report; and Specimen 
Custody Document—Drug Testing. 
Electronic Copies of Patient Intake/ 
Screening record—PIR; Patient Progress 
Report—PPR; Resource and 
Performance Report; and Specimen 
Custody Document—Drug Testing High 
Risk behavior statistics, training 
materials, substance abuse information, 
user access information, survey data, 
demographic composites of the data 
elements and similar or related 
documents. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
10 U.S.C. 3013, Secretary of the Army; 

42 U.S.C. 290dd–2; Federal Drug Free 
Workplace Act of 1988; Army 
Regulation 600–85, Army Substance 
Abuse Program; and E.O. 9397 (SSN). 

PURPOSE(S): 
To identify alcohol and drug abusers 

within the Army; to treat, counsel, and 
rehabilitate individuals who participate 
in the Army Substance Abuse Program; 
as a management tool to identify trends, 
judge the magnitude of drug and alcohol 
abuse, and to measure the effectiveness 
of drug and alcohol prevention efforts in 
the Army. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

In addition to those disclosures 
generally permitted under 5 U.S.C. 
552a(b) of the Privacy Act, these records 
or information contained therein may 
specifically be disclosed outside the 
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DoD as a routine use pursuant to 5 
U.S.C. 552a(b)(3) as follows: 

The Patient Administration Division 
at the medical treatment facility with 
jurisdiction is responsible for the release 
of medical information to malpractice 
insurers in the event of malpractice 
litigation or prospect thereof. 

Information is disclosed only to the 
following persons/agencies: 

To health care components of the 
Department of Veterans Affairs 
furnishing health care to veterans. 

To medical personnel to the extent 
necessary to meet a bona fide medical 
emergency or to assess and provide 
necessary substance abuse treatment. 

For validated background checks of 
individuals requesting security 
clearances with appropriate releases 
from the individual. 

To qualified personnel conducting 
scientific research, audits, or program 
evaluations, provided that a patient may 
not be identified in such reports, or his 
or her identity further disclosed by such 
personnel. 

In response to a court order based on 
the showing of good cause in which the 
need for disclosure and the public’s 
interest is shown to exceed the potential 
harm that would be incurred by the 
patient, the physician-patient 
relationship, and the Army’s treatment 
program. Except as authorized by a 
court order, no record may be used to 
initiate or substantiate any criminal 
charges against a patient or to conduct 
any investigation of a patient. 

Note: Records of identity, diagnosis, 
prognosis, or treatment of any client/patient, 
irrespective of whether or when he/she 
ceases to be a client/patient, maintained in 
connection with the performance of any 
alcohol or drug abuse prevention and 
treatment function conducted, requested, or 
directly or indirectly assisted by any 
department or agency of the United States, 
shall, except as provided therein, be 
confidential and be disclosed only for the 
purposes and under circumstances expressly 
authorized in 42 U.S.C. 290dd–2. This statute 
takes precedence over the Privacy Act of 
1974 to the extent that disclosure is more 
limited. However, access to the record by the 
individual to whom the record pertains is 
governed by the Privacy Act. The DoD 
‘Blanket Routine Uses’ set forth at the 
beginning of the Army’s compilation of 
systems of records notices do not apply to 
this information. 

Note: This system of records contains 
individually identifiable health information. 
The DoD Health Information Privacy 
Regulation (DoD 6025.18–R) issued pursuant 
to the Health Insurance Portability and 
Accountability Act of 1996, applies to most 
such health information. DoD 6025.18–R may 
place additional procedural requirements on 
the uses and disclosures of such information 
beyond those found in the Privacy Act of 

1974 or mentioned in this system of records 
notice. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 

Paper records in locked metal 
containers and electronic storage media. 

RETRIEVABILITY: 

By patient’s surname, Social Security 
Number (SSN) or other individually 
identifying characteristic. 

SAFEGUARDS: 

Paper records are maintained in 
locked file cabinets in a restricted access 
area. Information is accessible only by 
authorized personnel with appropriate 
clearance/access in the performance of 
their duties. Electronic records are 
stored in a secured accredited database 
with firewalls and other security 
measures. All SSN data is encrypted 
and no names are available. The 
database hardware is stored in a secured 
room with limited access. 

RETENTION AND DISPOSAL: 

Permanent. Keep in current files area 
until no longer needed for conducting 
business, then retire to Records Holding 
Area/Army Electronic Archives (RHA/ 
AEA). The RHA/AEA will transfer to the 
National Archives when record is 20 
years old. 

SYSTEM MANAGER(S) AND ADDRESS: 

Deputy Chief of Staff, G–1, 
Headquarters, Department of the Army, 
300 Army Pentagon, Washington, DC 
20320–3000. 

NOTIFICATION PROCEDURE: 

Individuals seeking to determine if 
information about themselves is 
contained in this record system should 
address written inquiries to either the 
commander of the medical center/ 
medical department activity where 
treatment was obtained or the Army 
Center for Substance Abuse Programs, 
4501 Ford Avenue, Suite 320, 
Alexandria, VA 22302–1460. Official 
mailing addresses are published as an 
appendix to the Army’s compilation of 
record system notices. 

Individual should provide the full 
name, Social Security Number (SSN), 
date of birth, current address, telephone 
number, and signature. 

If an unsworn declaration is executed 
within the United States, its territories, 
possessions, or commonwealths, it shall 
read ‘‘I declare (or certify, verify, or 
state) under penalty of perjury that the 
foregoing is true and correct. Executed 
on (date). (Signature).’’ 

If an unsworn declaration is executed 
outside the United States, it shall read 
‘‘I declare (or certify, verify, or state) 
under penalty of perjury under the laws 
of the United States of America that the 
foregoing is true and correct. Executed 
on (date). (Signature).’’ 

Note: Denial to amend records in this 
system can be made only by the Deputy Chief 
of Staff, G–1. 

RECORD ACCESS PROCEDURES: 
Individuals seeking access to records 

about themselves contained in this 
record system should address written 
inquiries to either the commander of the 
medical center/medical department 
activity where treatment was obtained 
or the Army Center for Substance Abuse 
Programs, 4501 Ford Avenue, Suite 320, 
Alexandria, VA 22302–1460. Official 
mailing addresses are published as an 
appendix to the Army’s compilation of 
record system notices. 

Individual should provide the full 
name, Social Security Number, date of 
birth, current address and telephone 
number, and signature. 

If an unsworn declaration is executed 
within the United States, its territories, 
possessions, or commonwealths, it shall 
read ‘‘I declare (or certify, verify, or 
state) under penalty of perjury that the 
foregoing is true and correct. Executed 
on (date). (Signature).’’ 

If an unsworn declaration is executed 
outside the United States, it shall read 
‘‘I declare (or certify, verify, or state) 
under penalty of perjury under the laws 
of the United States of America that the 
foregoing is true and correct. Executed 
on (date). (Signature).’’ 

Note: Denial to amend records in this 
system can be made only by the Deputy Chief 
of Staff G–1. 

CONTESTING RECORD PROCEDURES: 
The Army’s rules for accessing 

records, and for contesting contents and 
appealing initial agency determinations 
are contained in Army Regulation 340– 
21; 32 CFR part 505; or may be obtained 
from the system manager. 

RECORD SOURCE CATEGORIES: 
From the individual by interviews 

and history statement; abstracts or 
copies of pertinent medical records; 
abstracts from personnel records; results 
of tests; physicians’ notes, observations 
of client’s behavior; related notes, 
papers, and forms from counselor, 
clinical director, and/or commander. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
None. 

[FR Doc. E8–16415 Filed 7–17–08; 8:45 am] 
BILLING CODE 5001–06–P 
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DEPARTMENT OF DEFENSE 

Department of the Army 

[Docket ID: USA–2008–0021] 

Privacy Act of 1974; System of 
Records 

AGENCY: Department of the Army, DoD. 
ACTION: Notice to alter a system of 
records. 

SUMMARY: The Department of the Army 
is proposing to alter a system of records 
in its existing inventory of records 
systems subject to the Privacy Act of 
1974, (5 U.S.C. 552a), as amended. 
DATES: The proposed action will be 
effective on August 8, 2008 unless 
comments are received that would 
result in a contrary determination. 
ADDRESSES: Department of the Army, 
Freedom of Information/Privacy 
Division, U.S. Army Records 
Management and Declassification 
Agency, 7701 Telegraph Road, Casey 
Building, Suite 144, Alexandria, VA 
22325–3905. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Robert Dickerson at (703) 428–6513. 
SUPPLEMENTARY INFORMATION: The 
Department of the Army systems of 
records notices subject to the Privacy 
Act of 1974, (5 U.S.C. 552a), as 
amended, have been published in the 
Federal Register and are available from 
the address above. 

The proposed system report, as 
required by 5 U.S.C. 552a(r) of the 
Privacy Act of 1974, as amended, was 
submitted on July 9, 2008, to the House 
Committee on Oversight and 
Government Reform, the Senate 
Committee on Homeland Security and 
Governmental Affairs, and the Office of 
Management and Budget (OMB) 
pursuant to paragraph 4c of Appendix I 
to OMB Circular No. A–130, ‘Federal 
Agency Responsibilities for Maintaining 
Records About Individuals,’ dated 
February 8, 1996 (February 20, 1996, 61 
FR 6427). 

Dated: July 11, 2008. 
Patricia L. Toppings, 
OSD Federal Register Liaison Officer, 
Department of Defense. 

A0095–1a TRADOC 

Individual Flight Records Folder 
(September 6, 2000, 65 FR 53989) 

CHANGES: 

* * * * * 

SYSTEM NAME: 
Delete entry and replace with 

‘‘Centralized Aviation Flight Records 
System (CAFRS).’’ 

SYSTEM LOCATION: 

Delete entry and replace with 
‘‘Sparkman Center, Building 5307, 
Redstone Arsenal, AL 35898–5000’’. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Add sentence at end of paragraph 
‘‘Designated personnel assigned to 
perform duties as an Unmanned Aerial 
System (UAS) crewmember.’’ 
* * * * * 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

Delete entry and replace with ‘‘10 
U.S.C. 3013, Secretary of the Army; DoD 
Instruction 6055.1, DoD Safety and 
Occupational Health Program; Army 
Regulation 95–1, Aviation Flight 
Regulations; Army Regulation 95–20, 
Contractor Flight and Ground 
Operations; and E.O. 9397 (SSN).’’ 

PURPOSE(S): 

Delete entry and replace with ‘‘To 
record the flying experience, 
qualifications and training data of each 
aviator, crew member, UAS operator 
and flight surgeon in aviation service; 
and to monitor and manage individual 
contractor flight and ground personnel 
records.’’ 
* * * * * 

STORAGE: 

Delete entry and replace with ‘‘Paper 
records in file folders and notebooks, 
and on electronic storage media.’’ 

RETRIEVABILITY: 

Delete entry and replace with ‘‘By 
name, Social Security Number (SSN) or 
other personal identifier’’. 
* * * * * 

RETENTION AND DISPOSAL: 

Delete entry and replace with 
‘‘PERMANENT. Keep in Current Files 
Area (CFA) until no longer needed for 
conducting business, then retire to 
Records Holding Area/Army Electronic 
Archives (RHA/AEA). The Transition 
Center will pull the most current DA 
Form 759, Individual Flight Record and 
Flight Certificate-Army, from the 
Individual Flight Record Folder (IFRF) 
and forward it to the Official Military 
Personnel File (OMPF) Custodian for 
inclusion in the soldier’s OMPF. The 
remainder of the IFRF will be given to 
the soldier upon separation processing 
at the Transition Center.’’ 

SYSTEM MANAGER(S) AND ADDRESS: 

Delete entry and replace with 
‘‘Product Manager Aviation Mission 
Equipment (PM AME), CAFRS, Building 
5307, Redstone Arsenal, AL 35898– 
5000.’’ 

NOTIFICATION PROCEDURE: 
Delete entry and replace with 

‘‘Individuals seeking access to records 
about themselves contained in this 
record system may visit or address 
written inquiries to the Flight 
Operations Section of their current unit, 
contractor facility or via the CAFRS 
Help Desk at cafrs.help@us.army.mil or 
https://www.us.army.mil/suite/page/ 
420577. 

Individual should provide the full 
name, Social Security Number (SSN), 
and any details which will help locate 
the records, current address, and 
signature.’’ 

RECORD ACCESS PROCEDURES: 
Delete entry and replace with 

‘‘Individuals seeking access to records 
about themselves contained in this 
record system may visit or address 
written inquiries to the Flight 
Operations Section of their current unit, 
contractor facility or via the CAFRS 
Help Desk at cafrs.help@us.army.mil or 
https://www.us.army.mil/suite/page/ 
420577. 

Individual should provide the full 
name, Social Security Number (SSN), 
and any details which will help locate 
the records, current address, and 
signature.’’ 
* * * * * 

A0095–1a TRADOC 

SYSTEM NAME: 
Centralized Aviation Flight Records 

System (CAFRS). 

SYSTEM LOCATION: 
Sparkman Center, Building 5307, 

Redstone Arsenal, AL 35898–5000. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Army aviators who are members of 
the Active and Reserve Components and 
qualified and current in the aircraft to 
be flown; civilian employees of 
Government agencies and Government 
contractors who have appropriate 
certifications or ratings, flight surgeons 
or aeromedical physicians’ assistants in 
aviation service, enlisted crew chief/ 
crew members, aerial observers, 
personnel in non-operational aviation 
positions, and those restricted or 
prohibited by statute from taking part in 
aerial flights. Designated personnel 
assigned to perform duties as an 
Unmanned Aerial System (UAS) 
crewmember. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
DA Forms 759 and 759–1 (Individual 

Flight and Flight Certificate Army 
(Sections I, II, and III)); DA Form 4186 
(Medical Recommendations for Flying 
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Duty), DD Form 1821 (Contractor 
Crewmember Record); Name, Social 
Security Number (SSN), home address, 
date of birth, security clearance data, 
education, waivers, qualifications, 
disqualifications, re-qualifications, 
training, proficiency, and experience 
data, medical and physiological data, 
approvals to operate Government 
aircraft, requests for approval or 
contractor flight crewmember and 
contractor qualification training, and 
similar relevant documents. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
10 U.S.C. 3013, Secretary of the Army; 

DoD Instruction 6055.1, DoD Safety and 
Occupational Health Program; Army 
Regulation 95–1, Aviation Flight 
Regulations; Army Regulation 95–20, 
Contractor Flight and Ground 
Operations; and E.O. 9397 (SSN). 

PURPOSE(S): 
To record the flying experience, 

qualifications and training data of each 
aviator, crew member, UAS operator 
and flight surgeon in aviation service; 
and to monitor and manage individual 
contractor flight and ground personnel 
records. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

In addition to those disclosures 
generally permitted under 5 U.S.C. 
552a(b) of the Privacy Act, these records 
or information contained therein may 
specifically be disclosed outside the 
DoD as a routine use pursuant to 5 
U.S.C. 552a(b)(3) as follows: 

Information may be disclosed to the 
Federal Aviation Agency and/or the 
National Transportation Safety Board. 

The DoD ‘Blanket Routine Uses’ set 
forth at the beginning of the Army’s 
compilation of system of record notices 
apply to this record system. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Paper records in file folders and 

notebooks, and on electronic storage 
media. 

RETRIEVABILITY: 
By name, Social Security Number 

(SSN), or other personal identifier. 

SAFEGUARDS: 
Records are maintained in secure 

areas available only to designated 
persons having official need for the 
record. Automated systems employ 
computer hardware/software safeguard 
features and controls which meet 
administrative, physical, and technical 
safeguards. 

RETENTION AND DISPOSAL: 

PERMANENT. Keep in Current Files 
Area (CFA) until no longer needed for 
conducting business, then retire to 
Records Holding Area/Army Electronic 
Archives (RHA/AEA). The Transition 
Center will pull the most current DA 
Form 759, Individual Flight Record and 
Flight Certificate-Army from the 
Individual Flight Record Folder (IFRF) 
and forward it to the Official Military 
Personnel File (OMPF) Custodian for 
inclusion in the soldier’s OMPF. The 
remainder of the IFRF will be given to 
the soldier upon separation processing 
at the Transition Center. 

SYSTEM MANAGER(S) AND ADDRESS: 

Product Manager, Aviation Mission 
Equipment (PM AME), CAFRS, 
Sparkman Center, Building 5309, 
Redstone Arsenal, AL 35898–5000. 

NOTIFICATION PROCEDURE: 

Individuals seeking access to records 
about themselves contained in this 
record system may visit or address 
written inquiries to the Flight 
Operations Section of their current unit, 
contractor facility or via the CAFRS 
Help Desk at cafrs.help@us.army.mil or 
https://www.us.army.mil/suite/page/ 
420577. 

Individual should provide the full 
name, Social Security Number, and any 
details which will help locate the 
records, current address, and signature. 

RECORD ACCESS PROCEDURES: 

Individuals seeking access to records 
about themselves contained in this 
record system may visit or address 
written inquiries to the Flight 
Operations Section of their current unit, 
contractor facility or via the CAFRS 
Help Desk at cafrs.help@us.army.mil or 
https://www.us.army.mil/suite/page/ 
420577. 

Individual should provide the full 
name, Social Security Number, and any 
details which will help locate the 
records, current address, and signature. 

CONTESTING RECORD PROCEDURES: 

The Army’s rules for accessing 
records, contesting contents, and 
appealing initial determinations are 
contained in Army Regulation 340–21; 
32 CFR part 505; or may be obtained 
from the system manager. 

RECORD SOURCE CATEGORIES: 

From the individual, Federal Aviation 
Administration, flight surgeons, 
evaluation reports, proficiency and 
readiness tests, and other relevant 
records and reports. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 

None. 

[FR Doc. E8–16416 Filed 7–17–08; 8:45 am] 
BILLING CODE 5001–06–P 

DEPARTMENT OF DEFENSE 

Department of the Army; Army Corps 
of Engineers 

Notice of Intent To Prepare an 
Environmental Impact Statement/ 
Environmental Impact Report for 
Natomas Levee Improvement Program 
Phase 3 Landside Improvements 
Project, Sacramento, CA 

AGENCY: Department of the Army, U.S. 
Army Corps of Engineers; DoD. 
ACTION: Notice of intent. 

SUMMARY: The action being taken is 
preparation of an environmental impact 
statement/environmental impact report 
(EIS/EIR) for the Natomas Levee 
Improvement Program (NLIP) Phase 3 
Landside Improvements Project. The 
Corps is considering a request to issue 
both 408 permission to the Central 
Valley Flood Protection Board and 404 
permit to Sacramento Area Flood 
Control Agency (SAFCA) for work on 
the NLIP. Under 33 U.S.C. 408, the 
Chief of Engineers may grant permission 
to alter an existing Federal project if it 
is not injurious to the public interest 
and does not impair the usefulness of 
the project. Under Section 404 of the 
Clean Water Act, the District Engineer 
permits the discharge of dredged or fill 
material into waters of the United States 
if the discharge meets the requirements 
of the Environmental Protection 
Agency’s 404 (b)(1) guidelines and is 
not contrary to the public interest. The 
NLIP is located in Sacramento and 
Sutter Counties, CA. The 408 
permission and 404 permit are needed 
for construction along the landside of 
the Sacramento River east levee, the 
Natomas East Main Drain Canal, the 
Natomas Cross Canal, and the Pleasant 
Grove Creek Canal. 
DATES: A public scoping meeting will be 
held on August 6, 2008 from 4 p.m. 
until 7 p.m. at Sierra Health Facility (see 
ADDRESSES). Send written comments by 
August 18, 2008 to (see ADDRESSES). 
ADDRESSES: Public Scoping Meeting, 
Sierra Health, 1321 Garden Highway, 
Bannon Island room, Sacramento, CA. 
Send written comments and suggestions 
concerning this study to Ms. Elizabeth 
Holland, U.S. Army Corps of Engineers, 
Sacramento District, Attn: Planning 
Division (CESPK–PD–R), 1325 J Street, 
Sacramento, CA 95814–2922. Requests 
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to be placed on the mailing list should 
also be sent to this address. 
FOR FURTHER INFORMATION CONTACT: 
Questions about the proposed action 
and EIS/EIR should be addressed to Ms. 
Elizabeth Holland at (916) 557–6763, e- 
mail 
Elizabeth.g.holland@usace.army.mil or 
by mail (see ADDRESSES). 
SUPPLEMENTARY INFORMATION: 

1. Proposed Action. The U.S. Army 
Corps of Engineers is preparing an EIS/ 
EIR to analyze the impacts of the work 
proposed by SAFCA to implement the 
NLIP Phase 3. The NLIP Phase 3 is 
proposed by SAFCA to reduce the risk 
of flooding to portions of the City and 
County of Sacramento and Sutter 
County, CA lying within the Natomas 
Basin. 

2. Alternatives. The EIS/EIR will 
address an array of flood risk 
management alternatives. Alternatives 
analyzed during the investigation will 
consist of a combination of one or more 
flood protection measures. These 
measures include raising the existing 
levee in place, constructing seepage 
berms, constructing adjacent setback 
levees, installing seepage wells and 
seepage cutoff walls, and relocating 
irrigation ditches. 

3. Scoping Process. a. A public 
scoping meeting will be held on August 
6, 2008 to present information to the 
public and to receive comments from 
the public. This meeting will begin a 
process to involve concerned 
individuals, and local, State, and 
Federal agencies. 

b. Significant issues to be analyzed in 
depth in the EIS/EIR include effects on 
hydraulic, wetlands and other waters of 
the U.S., vegetation and wildlife 
resources, special-status species, 
cultural resources, land use, fisheries, 
water quality, air quality, transportation, 
and socioeconomics. The EIS/EIR will 
also evaluate the cumulative effects of 
the proposed NLIP and other related 
projects in the study area. 

c. The Corps is consulting with the 
State Historic Preservation Officer to 
comply with the National Historic 
Preservation Act, and with the U.S. Fish 
and Wildlife Service to provide a Fish 
and Wildlife Coordination Act Report. 

d. A 45-day public review period will 
be provided for individuals and 
agencies to review and comment on the 
draft EIS/EIR. All interested parties are 
encouraged to respond to this notice 
and provide a current address if they 
wish to be notified of the draft EIS/EIR 
circulation. 

4. Availability. The draft EIS/EIR is 
scheduled to be available for public 
review and comment in late 2008. 

Dated: July 9, 2008 
Thomas Chapman, 
P.E., COL, EN, Commanding. 
[FR Doc. E8–16445 Filed 7–17–08; 8:45 am] 
BILLING CODE 3710–EZ–P 

DEPARTMENT OF DEFENSE 

Department of the Army; Corps of 
Engineers 

Notice of Availability of a 
Supplemental Environmental Impact 
Statement/ Supplemental 
Environmental Impact Report (SEIS/ 
SEIR) for the Port of Los Angeles 
Channel Deepening Project, Los 
Angeles, CA 

AGENCY: Department of the Army, U.S. 
Army Corps of Engineers, DOD. 
ACTION: Notice of availability. 

SUMMARY: The U.S. Army Corps of 
Engineers, Los Angeles District (USACE) 
and the Los Angeles Harbor Department 
(Port) have prepared a joint 
Supplemental Environmental Impact 
Statement/Supplemental Environmental 
Impact Report (SEIS/SEIR) for the Port 
of Los Angeles Channel Deepening 
Project, Los Angeles, California. This 
Draft SEIS/SEIR describes the affected 
resources and evaluates the potential 
impacts to those resources as a result of 
the Proposed Action and alternatives. 
The purpose of the Proposed Action is 
to dispose of approximately 3.0 million 
cubic yards of dredge material required 
to complete the Channel Deepening 
Project and to beneficially reuse the 
dredge material within the Port of Los 
Angeles. 

Three Alternatives have been 
analyzed in the Draft SEIS/SEIR, 
including No Action. Alternative 1, Port 
Development and Environmental 
Enhancement was developed with a 
focus on using dredge material for port 
development and environmental 
enhancement and would involve use 
and development of the following 
disposal sites: Berths 243–245, the 
Northwest Slip, CSWH Expansion, the 
Eelgrass Habitat Area, and LA–2. 
Alternative 2, Environmental 
Enhancement and Ocean Disposal was 
developed with a focus on 
environmental enhancement related 
uses of the remaining material and does 
not include any disposal options 
associated with port development. 
Under Alternative 2, dredge material 
would be disposed at the CSWH 
Expansion, Eelgrass Habitat Area, LA–2 
and the Anchorage Road Soil Storage 
Site. Under Alternative 3, the No Action 
Alternative, no further dredging would 

take place and the Channel Deepening 
Project would not be completed. 

This Notice also serves as the Public 
Notice/Notice of Availability for the 
Section 404 Permit under Clean Water 
Act (CWA). A preliminary application 
has been received for a Department of 
the Army permit for the activity 
described herein. The Corps is 
considering an application submitted by 
the Port for a permit, in accordance with 
Section 404 of the CWA and Section 10 
of the Rivers and Harbors Act, to 
complete dredging activities outside of 
the Federal Channel and placement of 
the dredge material in waters of the 
United States in the Port of Los Angeles. 

This SEIS/SEIR would be used by the 
Corps as part of their application review 
process. The Corps and the Port 
independently determined under the 
National Environmental Policy Act 
(NEPA) and the California 
Environmental Quality Act (CEQA), 
respectively, that there are potential 
significant environmental impacts 
associated with the proposed action, 
and an Environmental Impact Statement 
and Environmental Impact Report are 
required. 

DATES: Submit comments on or before 
September 1, 2008. 
ADDRESSES: U.S. Army Corps of 
Engineers, Los Angeles District, CESPL– 
PD–RN, c/o Joy Jaiswal, P.O. Box 
532711, Los Angeles, CA 90053–2325. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Joy Jaiswal, Chief, Ecosystem Planning 
Section, at (213) 452–3851 or e-mail at 
Jyotsna.I.Jaiswal@usace.army.mil. 
Additional Information: This Draft 
SEIS/SEIR has been filed with the 
Environmental Protection Agency (EPA) 
to be published in the Federal Register 
and is available for a forty-five (45) day 
public review period. The public review 
period for the Draft SEIS/EIR will be 
from July 18, 2008 to September 1, 2008. 
Please forward your comments on the 
Draft SEIS/SEIR by mail, email, or fax to 
the contacts listed below by September 
1, 2008. 
Ms. Joy Jaiswal, Chief, Ecosystem 

Planning Section, Attn: Ms. Megan 
Wong, U.S. Army Corps of Engineers, 
P.O. Box 532711, Los Angeles, 
California 90053–2325, Fax: (213) 
452–4204, Megan.T.Wong@
usace.army.mil; or 

Dr. Ralph Appy, Los Angeles Harbor 
Department (LAHD), 425 South Palos 
Verdes Street, San Pedro, CA 90731. 

SUPPLEMENTARY INFORMATION: 

1. Authorization 

The Port of Los Angeles Channel 
Deepening Project was authorized for 
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construction by the Water Resources 
Development Act of 2000. Construction 
began in October 2002 and is currently 
continuing using previously approved 
disposal areas. 

2. Background 
The City of Los Angeles Harbor 

Department (LAHD) administers the 
Port of Los Angeles. The Port comprises 
45 kilometers (28 miles) of waterfront 
and 3,035 hectares (7,500 acres) of land 
and water. LAHD administers 
automobile, container, omni, lumber, 
cruise ship, liquid and dry bulk 
terminals, and commercial fishing 
facilities. For recreational activities the 
Port of Los Angeles provides slips for 
5,000 pleasure craft, sport fishing boats, 
and charter vessels. Community 
facilities include a water front youth 
center, a boat launch ramp, and a public 
swimming beach. Educational facilities 
include the Cabrillo Marine Aquarium 
and the Los Angeles Maritime Museum. 

This SEIS/SEIR is a supplement to the 
2000 SEIS/SEIR that was prepared for 
the Channel Deepening Project, which 
was a supplement to the 1998 Channel 
Deepening Project EIR and the 1992 
Deep Draft Navigation Improvements 
Project EIS/EIR the modifications 
required to complete disposal of 
dredged material from the authorized 
project. This SEIS/SEIR addresses 
impacts associated with providing 
additional disposal capacity of 
approximately 3 mcy required to 
complete the Channel Deepening 
Project. Additional disposal capacity is 
required to complete the deepening of 
the navigation channel and berthing 
areas to ¥53 feet Mean Lower Low 
Water (MLLW) at container terminals 
along the deepened channel and the 
removal of dredge material that was 
temporarily used as surcharge at the 
Southwest Slip. This project meets a 
public need for safe and efficient 
commercial navigation. 

3. Hearing Process 
The Corps Los Angeles District and 

the Los Angeles Harbor Department 
(LAHD or Port) will jointly conduct a 
Public Hearing for the Port of Los 
Angeles Channel Deepening Project, Los 
Angeles, California Draft SEIS/SEIR on 
August 6, 2008 at 6:30 p.m., to receive 
public comment and assess public 
concerns regarding the Draft SEIS/SEIR 
(Corps File Number 2008–00662–AOA). 
Participation in the Public Hearing by 
Federal, State and local agencies and 
other interested organizations and 
persons are encouraged. This meeting is 
to be conducted in English and Spanish. 
Members of the public who wish to 
communicate and listen entirely in 

Spanish are encouraged to attend this 
meeting. The Public Hearing will be 
held at: Banning’s Landing Community 
Center, 100 East Water Street, 
Wilmington, CA 90744. 

4. Availability of the Draft SEIS/SEIR 

a. The Draft SEIS/SEIR for the 
Proposed Action is being distributed 
directly to agencies, organizations, and 
interested groups and persons for 
comment during the 45-day formal 
review period in accordance with 
Section 15087 of the State CEQA 
Guidelines and 40 CFR Section 1506.10 
of the CEQ NEPA Regulations. During 
the 45-day public review period, which 
begins on July 18, 2008 and ends on 
September 1, 2008, the Draft SEIS/SEIR 
is available for general public review at 
the following locations: 
U.S. Army Corps of Engineers, Los 

Angeles District, Environmental 
Resources Branch, 915 Wilshire Blvd., 
14th Floor, Los Angeles, CA 90053 

Los Angeles Public Library, San Pedro 
Branch, 921 South Gaffey Street, San 
Pedro, CA 90731 

Los Angeles Public Library, Central 
Branch, 630 West 5th Street, Los 
Angeles, CA 90071 

Port of Los Angeles, Environmental 
Management Division, 425 South 
Palos Verdes Street, San Pedro, CA 
90731 

Los Angeles Public Library, Wilmington 
Branch, 1300 North Avalon 
Boulevard, Wilmington, CA 90744 
b. Participation of affected Federal, 

State, and local resource agencies, and 
concerned interest groups/individuals 
are encouraged on the Draft SEIS/SEIR 
during the public review period. Public 
participation will be especially 
important in receiving input on 
environmental analysis for the Proposed 
Action, and associated Alternatives in 
finalizing the SEIS/SEIR. Those wishing 
to provide comments relevant to the 
environmental or social impacts that 
should be included or considered in 
updating the environmental analysis 
can furnish this information by writing 
to the point of contact indicated above. 

c. The Final SEIS/SEIR document will 
incorporate public concerns in the 
analysis of impacts associated with the 
Proposed Action and associated project 
alternatives. The Final SEIS/SEIR will 
address the comments received on the 
Draft SEIS/SEIR. In compliance with 
NEPA, the Final SEIS/SEIR will be sent 
out for a 30-day public review period. 
Copies of the Final SEIS/SEIR will be 
furnished to all who commented on the 
Draft SEIS/SEIR and to anyone who 
requests a copy. The final step involves 
preparing and signing a Record of 

Decision (ROD) by lead Federal Agency 
for the Federal SEIS. The lead CEQA 
agency certifies the SEIR and adopts a 
Mitigation Monitoring and Reporting 
Plan. The ROD is a concise summary of 
the decisions made by the USACE from 
among the alternatives presented in the 
Final SEIS/SEIR. A certified SEIR 
indicates that the environmental 
document adequately assesses the 
environmental impacts of the proposed 
project with respect to CEQA. Any 
required permit would be issued 
concurrently or soon after the issuance 
of the ROD. 

Dated: July 9, 2008. 
Anthony G. Reed, 
Lieutenant Colonel, U.S. Army, Deputy 
District Commander. 
[FR Doc. E8–16458 Filed 7–17–08; 8:45 am] 
BILLING CODE 3710–KF–P 

DEPARTMENT OF DEFENSE 

Department of the Army; Corps of 
Engineers 

Intent To Prepare a Draft 
Environmental Impact Statement for 
Potential Multipurpose Projects for 
Ecosystem Restoration, Flood Risk 
Management, and Recreation 
Development Within and Along 
Johnson Creek, Arlington, Tarrant 
County, TX 

AGENCY: Department of the Army, U.S. 
Army Corps of Engineers, DoD. 
ACTION: Notice of intent. 

SUMMARY: The study is being conducted 
in response to the authority contained 
in the Consolidated Appropriations Act, 
2008. Pertinent text is quoted below: 

SEC. 117. JOHNSON CREEK, ARLINGTON, 
TEXAS. 

(a) IN GENERAL.—The project for flood 
damage reduction, environmental restoration 
and recreation, Johnson Creek, Arlington, 
Texas, authorized by section 101(b)(14) of the 
Water Resources Development Act of 1999 
(113 Stat. 280–281) is modified to authorize 
the Secretary to construct the project 
substantially in accordance with the report 
entitled Johnson Creek: A Vision of 
Conservation, dated March 30, 2006, at a 
total cost of $80,000,000, with an estimated 
Federal cost of $52,000,000 and an estimated 
non-Federal cost of $28,000,000 if the 
Secretary determines that the project is 
technically sound and environmentally 
acceptable. 

An initial assessment based on the 
authority indicates that the 
modifications outlined within the report 
‘‘Johnson Creek: A Vision of 
Conservation’’ require preparation of a 
Draft Environmental Impact Statement 
(DEIS) to review the project proposal 
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based upon magnitude of modifications 
proposed and potential controversy 
related to degree of initial short term 
impacts. 

In accordance with the National 
Environmental Policy Act, the DEIS will 
be prepared to evaluate and compare 
ecosystem restoration, flood damage 
reduction, and recreation alternatives 
within and along Johnson Creek and its 
floodplain within the City of Arlington, 
Texas. In addition, the local cost share 
sponsor (City of Arlington) is 
proceeding with construction of Phase 
1a of the project located between Randol 
Mill Road and Sanford Streets and has 
requested that the federal government 
reimburse a portion of their 
expenditures. The government’s 
decision will be based upon analyses 
within the EIS to determine technical 
soundness and environmental 
acceptability of the proposal. The 
general study area will be bound on the 
upstream by Interstate Highway 20 and 
at the downstream at Interstate Highway 
30. 
DATES: A public scoping meeting will be 
held on July 31, 2008 beginning at 4:30 
p.m. 
ADDRESSES: The meeting will be held at 
the Bob Duncan Center, located within 
Vandergriff Park, 2800 South Center 
Street, Arlington, TX 76014. 
FOR FURTHER INFORMATION CONTACT: 
Questions pertaining to the proposed 
action and DEIS can be addressed to: 
Ms. Amy Archambeau, Project Manager, 
CESWF–PER–PP, U.S. Army Corps of 
Engineers, Fort Worth District, P.O. Box 
17300, Fort Worth, TX 76102–0300, 
(817) 886–1867. 
SUPPLEMENTARY INFORMATION: The study 
area lies within an area of rapid growth 
in the Dallas-Fort Worth, Texas 
metropolitan area. Johnson Creek has 
experienced a history of flooding, bank 
and stream bed erosion and habitat 
degradation during the past 60 years 
that has led to several studies and local 
and federal actions to reduce damages. 
Following WRDA, 1999, a non- 
structural flood damage reduction and 
ecosystem restoration project was 
initiated that resulted in the acquisition 
and removal of 140 residential 
structures from the 25-year floodplain 
and acquisition of 155 acres of 
floodplain lands for restoration. 
Approximately 90 acres of this land was 
planted with a variety of native grasses, 
forbs, shrubs and trees to improve the 
riparian habitat along Johnson Creek. 

Alternatives for ecosystem restoration, 
flood damage reduction, and recreation 
will be developed and evaluated based 
on ongoing fieldwork and data 
collection and past studies conducted 

by the Corps of Engineers, the City of 
Arlington, U.S. Fish and Wildlife 
Service and U.S. Geological Survey. 
Ecosystem restoration alternatives will 
include bank protection; natural 
channel design restoring, protecting and 
expanding the riparian corridor; 
improving aquatic habitat including 
creating riffle-pool complexes; and 
constructing wetlands. It is anticipated 
that ecosystem restoration measures 
would improve water quality, improve 
aquatic and terrestrial habitat, and 
minimize erosion and scouring along 
and within Johnson Creek. Alternatives 
for flood damage reduction measures 
will be evaluated from both a non- 
structural and structural aspect. Non- 
structural measures will include 
acquisition and removal of structures or 
flood proofing. Structural measures will 
include channel modification by 
increasing widths and depths and 
straightening or a combination of these 
measures. Recreation measures will 
include multipurpose trails and passive 
recreation features, such as interpretive 
guidance and media and picnic areas. 
Recreation measures will be developed 
to a scope and scale compatible with 
proposed ecosystem restoration 
measures without significantly 
diminishing ecosystem benefits. 

The public will be invited to 
participate in the scoping process, 
invited to attend public meetings, and 
given the opportunity to review the 
DEIS. The first public scoping meeting 
will be on (see DATES & ADDRESSES). 
Subsequent public meetings, if deemed 
necessary, will be announced in the 
local news media. Release of the DEIS 
for public comment is scheduled for 
December 2009. The exact release date, 
once established, will be announced 
through mailings to known interested 
individuals, agencies and officials and 
in the local news media. 

Future coordination with other 
agencies and public scoping will be 
conducted to ensure full and open 
participation and aid in the 
development of the DEIS. All affected 
Federal, state, and local agencies, 
affected Indian tribes, and other 
interested private organizations and 
parties are hereby invited to participate. 
Future coordination will also be 
conducted with the U.S. Fish and 
Wildlife Service (USFWS). The USFWS 
will furnish information on threatened 
and endangered species in accordance 
with the Endangered Species Act. In 
addition, the USFWS will also be 
requested to provide support with 
planning aid and to provide a Fish and 
Wildlife Coordination Act Report. The 
State Historic Preservation Office will 
be consulted as required by Section 106 

of the National Historic Preservation 
Act. 

Dated: July 11, 2008. 
Jimmy D. Baggett, 
Acting District Engineer. 
[FR Doc. E8–16446 Filed 7–17–08; 8:45 am] 
BILLING CODE 3710–20–P 

DEPARTMENT OF DEFENSE 

Department of the Army; Army Corps 
of Engineers 

Notice of Solicitation of Applications 
for Stakeholder Representative 
Members of the Missouri River 
Recovery Implementation Committee 

AGENCY: Department of the Army, U.S. 
Army Corps of Engineers, DoD. 
ACTION: Solicitation of applications. 

SUMMARY: The Commander of the 
Northwestern Division of the U.S. Army 
Corps of Engineers (Corps) is soliciting 
applications for stakeholder 
representative membership on the 
Missouri River Recovery 
Implementation Committee (MRRIC). 
Members are sought to participate on a 
committee to represent various 
categories of interests within the 
Missouri River basin. The MRRIC is 
being formed to advise the Corps on a 
study of the Missouri River and its 
tributaries and to provide guidance to 
the Corps with respect to the Missouri 
River recovery and mitigation activities 
currently underway. The Corps is 
required to establish the MRRIC by the 
U.S. Congress through the Water 
Resources Development Act of 2007 
(WRDA), Section 5018. 
DATES: The agency must receive 
completed applications no later than 
August 22, 2008. 
ADDRESSES: Mail completed 
applications to U.S. Army Corps of 
Engineers, Northwestern Division (Attn: 
MRRIC), 1616 Capitol Avenue, Suite 
365, Omaha, NE 68102–4909 or e-mail 
completed applications to 
Missouri.Water.Management@
nwd02.usace.army.mil. Please put 
‘‘MRRIC’’ in the subject line. 
FOR FURTHER INFORMATION CONTACT: 
Mary S. Roth, 402–996–3852. 
SUPPLEMENTARY INFORMATION: The 
establishment of the MRRIC is in the 
public interest and will provide support 
to the Corps in performing its duties and 
responsibilities under the Endangered 
Species Act, 16 U.S.C. 1531 et seq.; Sec. 
601(a) of the Water Resources 
Development Act (WRDA) of 1986, 
Public Law 99–662; Sec. 334(a) of 
WRDA 1999, Public Law 106–53, and 
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Sec. 5018 of WRDA 2007, Public Law 
110–114. The Federal Advisory 
Committee Act, 5 U.S.C. App. 2, does 
not apply to the MRRIC. 

A Charter for the MRRIC has been 
developed and should be reviewed prior 
to applying for a stakeholder 
representative membership position on 
the Committee. The Charter and 
application forms are available 
electronically at http:// 
www.moriverrecovery.org/mrrp/ 
f?p=136:3. The first meeting of MRRIC 
is anticipated to be October 1, 2008. 

Purpose and Scope of the Committee. 
The duties of MRRIC cover two areas: 

1. The Committee will provide 
guidance to the Corps, and affected 
Federal agencies, State agencies, or 
Native American Indian Tribes on a 
study of the Missouri River and its 
tributaries to determine the actions 
required to mitigate losses of aquatic 
and terrestrial habitat, to recover 
federally listed species protected under 
the Endangered Species Act, and to 
restore the river’s ecosystem to prevent 
further declines among other native 
species. This study is identified in 
Section 5018(a) of the WRDA. It will 
result in a single, comprehensive plan to 
guide the implementation of mitigation, 
recovery, and restoration activities in 
the Missouri River Basin. This plan is 
referred to as the Missouri River 
Ecosystem Restoration Plan (MRERP). 
For more information about the MRERP 
go to http://www.moriverrecovery.org/
mrrp/f?p=136:11. 

2. The MRRIC will also provide 
guidance to the Corps with respect to 
the Missouri River recovery and 
mitigation plan currently in existence, 
including recommendations relating to 
changes to the implementation strategy 
from the use of adaptive management; 
coordination of the development of 
consistent policies, strategies, plans, 
programs, projects, activities, and 
priorities for the Missouri River 
recovery and mitigation plan. 
Information about the Missouri River 
Recovery Program is available at 
http://www.moriverrecovery.org/mrrp/ 
f?p=136:1. 

3. Other duties of MRRIC include 
exchange of information regarding 
programs, projects, and activities of the 
agencies and entities represented on the 
Committee to promote the goals of the 
Missouri River recovery and mitigation 
plan; establishment of such working 
groups as the Committee determines to 
be necessary to assist in carrying out the 
duties of the Committee, including 
duties relating to public policy and 
scientific issues; facilitating the 
resolution of interagency and 

intergovernmental conflicts between 
entities represented on the Committee 
associated with the Missouri River 
recovery and mitigation plan; 
coordination of scientific and other 
research associated with the Missouri 
River recovery and mitigation plan; and 
annual preparation of a work plan and 
associated budget requests. 

Administrative Support. To the extent 
authorized by law and subject to the 
availability of appropriations, the Corps 
will provide funding and administrative 
support for the Committee. 

Committee Membership. Federal 
agencies with programs affecting the 
Missouri River may be members of the 
MRRIC through a separate process with 
the Corps. States and Federally 
recognized Native American Indian 
tribes, as described in the Charter, are 
eligible for Committee membership 
through an appointment process. 
Interested State and Tribal government 
representatives should contact the Corps 
for information about the appointment 
process. 

In accordance with the Charter for the 
MRRIC, stakeholder membership is 
limited to 28 people, with each member 
having an alternate. Members and 
alternates must be able to demonstrate 
that they meet the definition of 
‘‘stakeholder’’ found in the Charter of 
the MRRIC. Stakeholder members and 
alternates must represent an interest 
category listed below, with a maximum 
of two members and two alternates 
representing any one category: 

a. Navigation; 
b. Irrigation; 
c. Flood Control; 
d. Fish and Wildlife; 
e. Recreation; 
f. Water Quality; 
g. Water Supply; 
h. Agriculture; 
i. Conservation Districts; 
j. Waterways Industries; 
k. Major Tributaries; 
l. Thermal Power; 
m. Hydropower; 
n. At Large/Other Interests (e.g., 

cultural and historic preservation); 
o. Local Government; and 
p. Environmental/Conservation 

Organizations. 
Terms of stakeholder representative 

members of the MRRIC are three years. 
There is no limit to the number of terms 
a member may serve. 

Members and alternates of the 
Committee shall not receive any 
compensation for carrying out the duties 
of the MRRIC. Travel expenses incurred 
by members of the Committee shall not 
be reimbursed by the Federal 
Government. 

Application for Stakeholder 
Membership. Persons who believe that 

they are or will be affected by the 
Missouri River recovery and mitigation 
activities and are not employees of 
federal agencies, tribes, or state 
agencies, may apply for stakeholder 
membership on the MRRIC. 
Applications for stakeholder 
membership may be obtained 
electronically at http:// 
www.moriverrecovery.org. Completed 
applications may be emailed or mailed 
to the location listed (see ADDRESSES). In 
order to be considered, each application 
must include: 

1. The name of the applicant and the 
primary stakeholder interest category 
that person wishes to represent; 

2. A written statement describing how 
the applicant meets the criteria for 
membership (described below) and how 
their contributions will fulfill the roles 
and responsibilities of MRRIC; 

3. Evidence that demonstrates that the 
applicant represents an interest in the 
Missouri River basin; 

4. In the interest of transparency and 
openness, the applicant must disclose 
any affiliations with the involved 
federal agencies listed below such as 
recent or current consulting contracts, 
current employment contracts, or 
familial relations to any current agency 
staff or appointees. 

• U.S. Army Corps of Engineers. 
• U.S. Fish and Wildlife Service. 
• U.S. Bureau of Reclamation. 
• National Park Service. 
• U.S. Geological Survey. 
• U.S. Bureau of Indian Affairs. 
• U.S. Environmental Protection 

Agency. 
• Western Area Power 

Administration. 
• U.S. Forest Service. 
• Federal Highway Administration. 
• Maritime Administration. 
• National Oceanic and Atmospheric 

Administration. 
• Natural Resources Conservation 

Service. 
• U.S. Institute for Environmental 

Conflict Resolution. 
• U.S. Department of Interior. 
• U.S. Department of Commerce. 
• U.S. Department of Agriculture. 
• U.S. Department of Energy. 
• U.S. Department of Transportation. 
To be considered, the application 

must be complete and received by the 
close of business on August 22, 2008, at 
the location indicated (see ADDRESSES). 
Full consideration will be given to all 
complete applications received by the 
specified due date. 

Persons wishing to apply as alternates 
are strongly encouraged to coordinate 
with other individuals applying for 
membership. Where possible, alternates 
should apply with the individual 
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seeking membership in an interest area. 
Alternates must apply in the same 
manner as stakeholder members and 
should include a recommendation from 
a member applicant. 

Application Review Process. 
Committee stakeholder applications will 
be forwarded to the MRRIC Planning 
Group, which assisted in the 
development of the Charter. The MRRIC 
Planning Group will provide 
membership recommendations to the 
Corps. The Corps is responsible for 
appointing stakeholder members. The 
MRRIC Planning Group and the Corps 
will consider applications using the 
following criteria: 

• Ability to commit the time required. 
• Commitment to make a good faith 

(as defined in the Charter) effort to seek 
balanced solutions that address multiple 
interests and concerns. 

• Agreement to support and adhere to 
the approved MRRIC Charter and 
Operating Procedures to be adopted by 
the Committee. 

• Demonstration of a formal 
designation or endorsement by an 
organization, local government, or 
constituency as its preferred 
representative. 

• Demonstration of an established 
communication network to keep 
constituents informed and efficiently 
seek their input when needed. 

• Ability to contribute to the overall 
balance of representation on MRRIC. 

All applicants will be notified in 
writing as to the final decision about 
their application. 

Certification. I hereby certify that the 
establishment of the MRRIC is necessary 
and in the public interest in connection 
with the performance of duties imposed 
on the Corps by the Endangered Species 
Act and other statutes. 

Dated: July 9, 2008. 
Lawrence J. Cieslik, 
Deputy Director, Programs—Missouri River, 
Northwestern Division, U.S. Army Corps of 
Engineers. 
[FR Doc. E8–16455 Filed 7–17–08; 8:45 am] 
BILLING CODE 3710–62–P 

DEPARTMENT OF EDUCATION 

Notice of Proposed Information 
Collection Requests 

AGENCY: Department of Education. 
SUMMARY: The Acting Leader, 
Information Collection Clearance 
Division, Regulatory Information 
Management Services, Office of 
Management, invites comments on the 
proposed information collection 
requests as required by the Paperwork 
Reduction Act of 1995. 

DATES: Interested persons are invited to 
submit comments on or before 
September 16, 2008. 
SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 
1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Acting 
Leader, Information Collection 
Clearance Division, Regulatory 
Information Management Services, 
Office of Management, publishes that 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) Title; (3) Summary of 
the collection; (4) Description of the 
need for, and proposed use of, the 
information; (5) Respondents and 
frequency of collection; and (6) 
Reporting and/or Recordkeeping 
burden. OMB invites public comment. 

The Department of Education is 
especially interested in public comment 
addressing the following issues: (1) Is 
this collection necessary to the proper 
functions of the Department; (2) will 
this information be processed and used 
in a timely manner; (3) is the estimate 
of burden accurate; (4) how might the 
Department enhance the quality, utility, 
and clarity of the information to be 
collected; and (5) how might the 
Department minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 

Dated: July 14, 2008. 
James Hyler, 
Acting Leader, Information Collection 
Clearance Division, Regulatory Information 
Management Services, Office of Management. 

Office of Special Education and 
Rehabilitative Services 

Type of Review: New. 
Title: Targeted Evaluations of State 

Vocational Rehabilitation (VR) Agency 
Practices. 

Frequency: One time. 
Affected Public: State, Local, or Tribal 

Gov’t, SEAs or LEAs. 
Reporting and Recordkeeping Hour 

Burden: 

Responses: 80. 
Burden Hours: 100. 

Abstract: The Rehabilitation Services 
Administration (RSA) is sponsoring a 
24-month study entitled, ‘‘Targeted 
Evaluation of State Vocational 
Rehabilitation (VR) agency practices, 
which will collect information about VR 
agency practices in several areas. As 
part of the study, RSA plans to conduct 
a one-time survey of state VR agencies 
to collection information about their use 
of quality assurance procedures and 
third-party cooperative arrangements. 
The study will identify promising 
practices, analyze the effects of specific 
practices on VR program outcomes and 
consumers served, and provide 
information to assist RSA in its efforts 
to help state agencies ensure effective 
and efficient delivery of VR services. A 
third topic included in the study will be 
addressed through other activities. 

Requests for copies of the proposed 
information collection request may be 
accessed from http://edicsweb.ed.gov, 
by selecting the ‘‘Browse Pending 
Collections’’ link and by clicking on 
link number 3756. When you access the 
information collection, click on 
‘‘Download Attachments’’ to view. 
Written requests for information should 
be addressed to U.S. Department of 
Education, 400 Maryland Avenue, SW., 
LBJ, Washington, DC 20202–4537. 
Requests may also be electronically 
mailed to ICDocketMgr@ed.gov or faxed 
to 202–401–0920. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be electronically mailed to 
ICDocketMgr@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 
1–800–877–8339. 

[FR Doc. E8–16426 Filed 7–17–08; 8:45 am] 
BILLING CODE 4000–01–P 

DEPARTMENT OF EDUCATION 

Notice of Proposed Information 
Collection Requests 

AGENCY: Department of Education. 
SUMMARY: The Acting Leader, 
Information Collection Clearance 
Division, Regulatory Information 
Management Services, Office of 
Management, invites comments on the 
proposed information collection 
requests as required by the Paperwork 
Reduction Act of 1995. 
DATES: Interested persons are invited to 
submit comments on or before 
September 16, 2008. 
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SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 
1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Acting 
Leader, Information Collection 
Clearance Division, Regulatory 
Information Management Services, 
Office of Management, publishes that 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) Title; (3) Summary of 
the collection; (4) Description of the 
need for, and proposed use of, the 
information; (5) Respondents and 
frequency of collection; and (6) 
Reporting and/or Recordkeeping 
burden. OMB invites public comment. 

The Department of Education is 
especially interested in public comment 
addressing the following issues: (1) Is 
this collection necessary to the proper 
functions of the Department; (2) will 
this information be processed and used 
in a timely manner; (3) is the estimate 
of burden accurate; (4) how might the 
Department enhance the quality, utility, 
and clarity of the information to be 
collected; and (5) how might the 
Department minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 

Dated: July 14, 2008. 
James Hyler, 
Acting Leader, Information Collection 
Clearance Division, Regulatory Information 
Management Services, Office of Management. 

Office of Postsecondary Education 

Type of Review: New. 
Title: College Access Challenge Grant 

Program (CACGP) Annual Performance 
Report. 

Frequency: Annually. 
Affected Public: Not-for-profit 

institutions; State, Local, or Tribal 
Gov’t, SEAs or LEAs. 

Reporting and Recordkeeping Hour 
Burden: 
Responses: 56. 
Burden Hours: 1,680. 

Abstract: The U.S. Department of 
Education is collecting this information 
to ensure that grantees are making 
significant progress in meeting goals 
and objectives of the grant and funds are 
being sent in an allowable, and 
reasonable manner. The CACG statute 
requires grantees to submit an annual 
performance report (APR) that contains 
activities and services that have been 
implemented, the cost of providing such 
activities and services, the number of 
participating students, and 
contributions from private 
organizations. 

Requests for copies of the proposed 
information collection request may be 
accessed from http://edicsweb.ed.gov, 
by selecting the ‘‘Browse Pending 
Collections’’ link and by clicking on 
link number 3763. When you access the 
information collection, click on 
‘‘Download Attachments’’ to view. 
Written requests for information should 
be addressed to U.S. Department of 
Education, 400 Maryland Avenue, SW., 
LBJ, Washington, DC 20202–4537. 
Requests may also be electronically 
mailed to ICDocketMgr@ed.gov or faxed 
to 202–401–0920. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be electronically mailed to 
ICDocketMgr@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 
1–800–877–8339. 

[FR Doc. E8–16427 Filed 7–17–08; 8:45 am] 
BILLING CODE 4000–01–P 

DEPARTMENT OF EDUCATION 

Notice of Proposed Information 
Collection Requests 

AGENCY: Department of Education. 
SUMMARY: The Acting Leader, 
Information Collection Clearance 
Division, Regulatory Information 
Management Services, Office of 
Management, invites comments on the 
proposed information collection 
requests as required by the Paperwork 
Reduction Act of 1995. 
DATES: Interested persons are invited to 
submit comments on or before 
September 16, 2008. 
SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 
1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 

collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Acting 
Leader, Information Collection 
Clearance Division, Regulatory 
Information Management Services, 
Office of Management, publishes that 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) Title; (3) Summary of 
the collection; (4) Description of the 
need for, and proposed use of, the 
information; (5) Respondents and 
frequency of collection; and (6) 
Reporting and/or Recordkeeping 
burden. OMB invites public comment. 

The Department of Education is 
especially interested in public comment 
addressing the following issues: (1) Is 
this collection necessary to the proper 
functions of the Department; (2) will 
this information be processed and used 
in a timely manner; (3) is the estimate 
of burden accurate; (4) how might the 
Department enhance the quality, utility, 
and clarity of the information to be 
collected; and (5) how might the 
Department minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 

Dated: July 14, 2008. 
James Hyler, 
Acting Leader, Information Collection 
Clearance Division, Regulatory Information 
Management Services, Office of Management. 

Institute of Education Sciences 

Type of Review: Reinstatement. 
Title: Impact Evaluation of the DC 

Opportunity Scholarship Program. 
Frequency: Annually. 
Affected Public: Individuals or 

household. 
Reporting and Recordkeeping Hour 

Burden: 
Responses: 5,032. 
Burden Hours: 4,999. 

Abstract: The DC Opportunity 
Scholarship Program is a five year 
school choice program that provides 
scholarships for children in low-income 
families in Washington, DC. This 
evaluation uses a randomized control 
trial to compare the outcomes of eligible 
applicants who received scholarships to 
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eligible applicants who did not receive 
a scholarship. 

Requests for copies of the proposed 
information collection request may be 
accessed from http://edicsweb.ed.gov, 
by selecting the ‘‘Browse Pending 
Collections’’ link and by clicking on 
link number 3767. When you access the 
information collection, click on 
‘‘Download Attachments’’ to view. 
Written requests for information should 
be addressed to U.S. Department of 
Education, 400 Maryland Avenue, SW., 
LBJ, Washington, DC 20202–4537. 
Requests may also be electronically 
mailed to ICDocketMgr@ed.gov or faxed 
to 202–401–0920. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be electronically mailed to 
ICDocketMgr@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 
1–800–877–8339. 

[FR Doc. E8–16428 Filed 7–17–08; 8:45 am] 
BILLING CODE 4000–01–P 

DEPARTMENT OF EDUCATION 

Submission for OMB Review; 
Comment Request 

AGENCY: Department of Education. 
SUMMARY: The Acting Leader, 
Information Collection Clearance 
Division, Regulatory Information 
Management Services, Office of 
Management invites comments on the 
submission for OMB review as required 
by the Paperwork Reduction Act of 
1995. 

DATES: Interested persons are invited to 
submit comments on or before August 
18, 2008. 
ADDRESSES: Written comments should 
be addressed to the Office of 
Information and Regulatory Affairs, 
Attention: Education Desk Officer, 
Office of Management and Budget, 725 
17th Street, NW., Room 10222, 
Washington, DC 20503. Commenters are 
encouraged to submit responses 
electronically by e-mail to 
oira_submission@omb.eop.gov or via fax 
to (202) 395–6974. Commenters should 
include the following subject line in 
their response ‘‘Comment: [insert OMB 
number], [insert abbreviated collection 
name, e.g., ‘‘Upward Bound 
Evaluation’’]. Persons submitting 
comments electronically should not 
submit paper copies. 
SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 

1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Acting 
Leader, Information Collection 
Clearance Division, Regulatory 
Information Management Services, 
Office of Management, publishes that 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) Title; (3) Summary of 
the collection; (4) Description of the 
need for, and proposed use of, the 
information; (5) Respondents and 
frequency of collection; and (6) 
Reporting and/or Recordkeeping 
burden. OMB invites public comment. 

Dated: July 14, 2008. 
James Hyler, 
Acting Leader, Information Collection 
Clearance Division, Regulatory Information 
Management Services, Office of Management. 

Office of Vocational and Adult 
Education 

Type of Review: New. 
Title: Strengthening Adult Reading 

Instructional Practices (SARIP). 
Frequency: Learner respondents will 

report twice; Instructor respondents will 
report once for two instruments and 
weekly for 15 weeks. 

Affected Public: Individuals or 
household. 

Reporting and Recordkeeping Hour 
Burden: 
Responses: 4,734. 
Burden Hours: 1,431. 

Abstract: The SARIP Study is an 
initial investigation of whether the 
Study Achievement in Reading (STAR) 
training and materials are effective in 
developing adult basic education (ABE) 
instructors’ capability to deliver 
evidence-based reading instruction and 
consequently, in improving 
intermediate-level (4th-8.9th grade 
equivalence) adult learners’ reading 
skills. The study will employ a quasi- 
experimental design to examine 
whether learners who are taught by ABE 
instructors that have been trained in the 
STAR methods and materials and have 

become proficient in these methods 
make greater gains in developing their 
reading skills compared to learners who 
have been taught by ABE instructors 
that have not participated in STAR. The 
treatment learners will be compared to 
data from a matched sample of adult 
learners that have not participated in 
STAR. The comparison group will be 
drawn from extant data from two 
previous studies on adult learners’ 
development of reading skills. The 
learner data collected in the SARIP 
study will be used by the U.S. 
Department of Education to assess the 
preliminary learner reading outcomes 
from the STAR intervention and to 
determine whether a more rigorous 
evaluation of STAR should be 
undertaken at this point in the 
implementation of STAR. The data 
collected in the SARIP study about the 
delivery of instruction by teachers 
trained in STAR will be used by the 
U.S. Department of Education to review 
the STAR training and to determine 
whether modifications may be needed 
in the STAR training. The information 
about ABE programs collected in the 
study will be used by the U.S. 
Department of Education and state adult 
education offices to provide guidance to 
local ABE providers about the types of 
ABE program practices that may support 
the delivery of effective reading 
instruction. 

Requests for copies of the information 
collection submission for OMB review 
may be accessed from http:// 
edicsweb.ed.gov, by selecting the 
‘‘Browse Pending Collections’’ link and 
by clicking on link number 3681. When 
you access the information collection, 
click on ‘‘Download Attachments’’ to 
view. Written requests for information 
should be addressed to U.S. Department 
of Education, 400 Maryland Avenue, 
SW., LBJ, Washington, DC 20202–4537. 
Requests may also be electronically 
mailed to ICDocketMgr@ed.gov or faxed 
to 202–401–0920. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be electronically mailed to 
ICDocketMgr@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 
1–800–877–8339. 
[FR Doc. E8–16429 Filed 7–17–08; 8:45 am] 

BILLING CODE 4000–01–P 
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DEPARTMENT OF EDUCATION 

Notice of Proposed Information 
Collection Requests 

AGENCY: Department of Education. 

SUMMARY: The Acting Leader, 
Information Collection Clearance 
Division, Regulatory Information 
Management Services, Office of 
Management, invites comments on the 
proposed information collection 
requests as required by the Paperwork 
Reduction Act of 1995. 

DATES: Interested persons are invited to 
submit comments on or before 
September 15, 2008. 

SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 
1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Acting 
Leader, Information Collection 
Clearance Division, Regulatory 
Information Management Services, 
Office of Management, publishes that 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) Title; (3) Summary of 
the collection; (4) Description of the 
need for, and proposed use of, the 
information; (5) Respondents and 
frequency of collection; and (6) 
Reporting and/or Recordkeeping 
burden. OMB invites public comment. 

The Department of Education is 
especially interested in public comment 
addressing the following issues: (1) Is 
this collection necessary to the proper 
functions of the Department; (2) will 
this information be processed and used 
in a timely manner; (3) is the estimate 
of burden accurate; (4) how might the 
Department enhance the quality, utility, 
and clarity of the information to be 
collected; and (5) how might the 
Department minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 

Dated: July 14, 2008. 

James Hyler, 
Acting Leader, Information Collection 
Clearance Division, Regulatory Information 
Management Services, Office of Management. 

Office of Planning, Evaluation and 
Policy Development 

Type of Review: New. 
Title: Evaluation of the Growth Model 

Pilot Program. 
Frequency: One time. 
Affected Public: Businesses or other 

for-profit; State, Local, or Tribal Gov’t, 
SEAs or LEAs. 

Reporting and Recordkeeping Hour 
Burden: 

Responses: 36. 
Burden Hours: 81. 

Abstract: In November 2005 the U.S. 
Department of Education initiated the 
Growth Model Pilot Program (GMPP) 
with the goal of approving up to ten 
States to incorporate growth models in 
school AYP determinations under the 
No Child Left Behind Act of 2001 
(NCLB). As a condition of participation 
in GMPP, States are required to 
participate in an evaluation. The 
evaluation is designed to provide a more 
comprehensive picture of GMPP. 
Authorization to conduct this study is 
provided by the No Child Left Behind 
Act of 2001 (Pub. L. 107–110), Part E, 
Section 1501. 

Requests for copies of the proposed 
information collection request may be 
accessed from http://edicsweb.ed.gov, 
by selecting the ‘‘Browse Pending 
Collections’’ link and by clicking on 
link number 3759. When you access the 
information collection, click on 
‘‘Download Attachments’’ to view. 
Written requests for information should 
be addressed to U.S. Department of 
Education, 400 Maryland Avenue, SW., 
LBJ, Washington, DC 20202–4537. 
Requests may also be electronically 
mailed to ICDocketMgr@ed.gov or faxed 
to 202–401–0920. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be electronically mailed to 
ICDocketMgr@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 
1–800–877–8339. 

[FR Doc. E8–16430 Filed 7–17–08; 8:45 am] 

BILLING CODE 4000–01–P 

DEPARTMENT OF EDUCATION 

Office of the Deputy Secretary; 
Opportunity To Participate in a 
National Math Panel Forum To Help 
Improve the Teaching and Learning of 
Mathematics Based on the Findings 
and Recommendations of the National 
Mathematics Advisory Panel’s Final 
Report 

AGENCY: Department of Education. 
ACTION: National Math Panel Forum 
participation. 

SUMMARY: For students to compete in 
the 21st-century global economy, 
knowledge of and proficiency in 
mathematics are critical. Today’s high 
school graduates need to have solid 
mathematics skills—whether they are 
headed to college or to the workforce. 
To help ensure our nation’s future 
competitiveness and economic viability, 
President George W. Bush created the 
National Mathematics Advisory Panel 
(National Math Panel) in April 2006. 
The Panel was charged with reviewing 
the best available scientific evidence 
and making recommendations on 
improving mathematics education with 
a focus on readiness for and success in 
algebra and mathematics education in 
grades K–8. 

The National Math Panel’s final 
report, Foundations for Success: Report 
of the National Mathematics Advisory 
Panel, was issued on March 13, 2008. 
The report contains 45 findings and 
recommendations on numerous topics, 
including curricular content, learning 
processes, instructional practices and 
materials, teachers, assessments, and 
future research priorities. 

In response to a National Math Panel 
recommendation, the U.S. Department 
of Education, in partnership with the 
Conference Board of Mathematical 
Sciences, is hosting a National Math 
Panel Forum (Forum) to bring together 
various organizations and other 
interested parties to discuss ways to 
engage their members or constituents in 
discussions about the National Math 
Panel’s findings and recommendations 
and how the organizations and parties 
can collaborate and coordinate efforts to 
use the findings to improve 
mathematics education in the United 
States. 
DATES: Registration to participate in and 
attend the Forum will open on July 16, 
2008 and close on Friday, August 8, 
2008. 
Forum Dates: 

Monday, October 6, 2008—Evening 
Reception—(Times to be 
determined). 

Tuesday, October 7, 2008—Forum— 

VerDate Aug<31>2005 15:36 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00036 Fmt 4703 Sfmt 4703 E:\FR\FM\18JYN1.SGM 18JYN1dw
as

hi
ng

to
n3

 o
n 

P
R

O
D

P
C

61
 w

ith
 N

O
T

IC
E

S
3



41348 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Notices 

(Times to be determined). 
Location: Washington, DC area. (The 

National Math Panel Web site, http:// 
www.ed.gov/MathPanel, will be updated 
when the exact location and times have 
been set for the Forum. Those who 
expressed interest in participating will 
be notified of the update). 

Registration Process: Interested 
organizations and parties should 
complete an online registration form. 
The registration form is located at: 
http://www.ed.gov/MathPanel and will 
be available at the start of registration on 
July 16, 2008. Correspondence should 
be sent via e-mail or fax to: National 
Math Panel Forum, c/o Ida Eblinger 
Kelley, Office of Communications and 
Outreach, U.S. Department of 
Education, e-mail: 
NationalMathPanel@ed.gov, FAX: 202– 
205–9133; or c/o William McCallum, 
Chair, Conference Board of Mathematics 
Sciences, e-mail: 
wmc@math.arizona.edu. 

SUPPLEMENTARY INFORMATION: 

Background 

On March 13, 2008, the National Math 
Panel presented its final report to the 
President and the Secretary of 
Education. During the course of two 
years, expert panelists, including a 
number of leading mathematicians, 
cognitive psychologists, and educators, 
reviewed more than 16,000 research 
publications and policy reports and 
received public testimony from 110 
individuals. In addition, the Panel 
reviewed commentary from 160 
organizations and individuals, and 
analyzed survey results from 743 active 
teachers of algebra before preparing the 
final report with policy advice on how 
to improve mathematics achievement 
for all students in the United States. 

The National Math Panel’s final report 
calls on the nation to improve the 
‘‘delivery system in mathematics 
education—the system that translates 
mathematical knowledge into value and 
ability for the next generation.’’ 
Furthermore, the report states: 

‘‘Positive results can be achieved in a 
reasonable time at accessible cost, but a 
consistent, wise, community-wide effort will 
be required. Education in the United States 
has many participants in many locales— 
teachers, students, and parents; state school 
officers, school board members, 
superintendents, and principals; curriculum 
developers, textbook writers, and textbook 
editors; those who develop assessment tools; 
those who prepare teachers and help them to 
continue their development; those who carry 
out relevant research; association leaders and 
government officials at the federal, state, and 
local levels. All carry responsibilities. All can 
be important to success. 

‘‘The network of these many participants is 
linked through interacting national 
associations. A coordinated national 
approach toward improved mathematics 
education will require an annual forum of 
their leaders for at least a decade. The Panel 
recommends that the U.S. Secretary of 
Education take the lead in convening the 
forum initially, charge it to organize in a way 
that will sustain an effective effort, and 
request a brief annual report on the mutual 
agenda adopted for the year ahead.’’ 

To read the National Math Panel’s final 
report and Reports of the Task Groups 
and Subcommittees please visit: 
http://www.ed.gov/MathPanel. 

Goals of the Forum 

To answer the National Math Panel’s 
call to build a sustained effort to 
improve mathematics education, the 
U.S. Department of Education and the 
Conference Board of Mathematical 
Sciences are requesting educational, 
scholarly, business, and community 
organizations and other interested 
parties to participate in a Forum with 
the goal of creating a network or 
networks committed to taking steps for 
the years to come to improve 
mathematics education, using the 
findings and recommendations of the 
National Mathematics Advisory Panel as 
a platform for action. 

The long-term goal of this effort is to 
improve the teaching and learning of 
mathematics in order to prepare our 
students to succeed in algebra and 
higher-level mathematics by addressing 
the National Math Panel’s evidence- 
based findings and recommendations. 
The ultimate goal is to ensure that U.S. 
children have the skills to pursue 
careers in mathematics and sciences, as 
well as to compete in this increasingly 
competitive global economy as informed 
citizens. 

Forum Focus 

The Forum in October will be the first 
in a series of forums. Understanding 
that the panel’s findings are extensive 
and cover many areas, this initial Forum 
will focus on four of the seven National 
Math Panel recommendation topics. 
These topics include the following: 
—Teachers and Teacher Education 
—Learning Processes 
—Instructional Materials 
—Research Policies and Mechanisms 
Other topics, including Curricular 
Content, Instructional Practices, and 
Assessment, may also be discussed 
during the Forum and will be addressed 
in future forums. 

Individuals who will need 
accommodations for a disability in order 
to attend the forum (e.g., interpreting 
services, assistance listening devices, or 

materials in alternative format) should 
notify Ida Kelley at (202) 401–6143 or 
Ida.Kelley@ed.gov no later than Friday, 
September 12, 2008. We will attempt to 
meet requests for accommodations after 
this date but cannot guarantee their 
availability. The forum site is accessible 
to individuals with disabilities. 

Participation 

All interested organizations and 
parties committed to improving the 
teaching and learning of mathematics in 
this country are encouraged to 
participate in the Forum. Participants 
will be asked to complete online 
registration materials that address the 
following: 
—A description of the specific steps or 

actions the organization or party is 
planning, or will plan, to take, 
building on the platform of the 
National Math Panel’s findings and 
recommendations related to the four 
topics listed above; 

—A brief statement of why the 
organization or party is interested in 
participating, along with a description 
of the organization’s or party’s 
resources to carry out the plan, 
including existing programs or efforts 
that could support the goals of the 
Forum; and 

—A commitment to send a team of 2– 
4 individuals to the Forum. 
Organizations that seek to participate 
in the Forum should submit their 
registration by August 8, 2008, at 
http://www.ed.gov/MathPanel. 

FOR FURTHER INFORMATION CONTACT: 
National Math Panel Forum, c/o Ida 
Eblinger Kelley, Office of 
Communications and Outreach, U.S. 
Department of Education, E-mail: 
NationalMathPanel@ed.gov, Phone: 
202–401–6143, FAX: 202–205–9133, or 
c/o William McCallum, Conference 
Board of Mathematical Sciences, e-mail: 
wmc@math.arizona.edu. 

Electronic Access to This Document: 
You may view this document, as well as 
all other documents of this Department 
published in the Federal Register, in 
text or Adobe Portable Document 
Format (PDF) on the Internet at the 
following site: http://www.ed.gov/news/ 
fedregister/index.html. 

To use PDF you must have Adobe 
Acrobat Reader, which is available free 
at this site. If you have questions about 
using PDF, call the U.S. Government 
Printing Office (GPO), toll free at 1–888– 
293–6498; or in the Washington, DC 
area at (202) 512–1530. 

Note: The official version of this document 
is the document published in the Federal 
Register. Free Internet access to the official 
edition of the Federal Register and the Code 
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of Federal Regulations is available on GPO 
Access at: http://www.gpoaccess.gov/nara/ 
index.html. 

Raymond Simon, 
Deputy Secretary, U.S. Department of 
Education. 
[FR Doc. E8–16423 Filed 7–17–08; 8:45 am] 
BILLING CODE 4000–01–P 

U.S. ELECTION ASSISTANCE 
COMMISSION 

Sunshine Act Notice 

ACTION: Notice of Public Meeting. 

DATE AND TIME: Tuesday, August 5, 2008, 
12 Noon–3 p.m. 
PLACE: U.S. Election Assistance 
Commission, 1225 New York Ave., NW., 
Suite 150, Washington, DC 20005, 
(Metro Stop: Metro Center). 
AGENDA: Commissioners will hold a 
workshop discussion on Preparing for 
Election Day 2008 and Statewide Voter 
Registration Databases. Commissioners 
will receive a briefing regarding the 
Research Department Work Plan. The 
Commission will consider other 
administrative matters. 

This meeting will be open to the 
public. 
PERSON TO CONTACT FOR INFORMATION: 
Bryan Whitener, Telephone: (202) 566– 
3100. 

Thomas R. Wilkey, 
Executive Director, U.S. Election Assistance 
Commission. 
[FR Doc. 08–1449 Filed 7–16–08; 1:33 pm] 
BILLING CODE 6820–KF–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[ER–FRL–8583–8] 

Environmental Impact Statements and 
Regulations; Availability of EPA 
Comments 

Availability of EPA comments 
prepared pursuant to the Environmental 
Review Process (ERP), under section 
309 of the Clean Air Act and section 
102(2)(c) of the National Environmental 
Policy Act as amended. Requests for 
copies of EPA comments can be directed 
to the Office of Federal Activities at 
202–564–7167. 

An explanation of the ratings assigned 
to draft environmental impact 
statements (EISs) was published in FR 
dated April 11, 2008 (73 FR 19833). 

Draft EISs 
EIS No. 20080028, ERP No. D–BLM– 

J02055–UT, West Tavaputs Plateau 
Natural Gas Full Field Development 
Plan, Develop the Natural Gas 
Resource on Leased and Unleased 
Lands, Carbon County, UT. 
Summary: EPA believes the Draft EIS 

inadequately assessed potentially 
significant environmental impacts to air 
quality from the proposed development 
of 807 natural gas wells on the West 
Tavaputs Plateau. Plans are being 
developed to conduct additional air 
quality modeling and possibly 
additional air emission controls to 
further reduce the project’s contribution 
to ozone by reducing volatile organic 
compounds and nitrous oxide emissions 
associated with the proposed project. 
Rating 3. 
EIS No. 20080136, ERP No. D–BIA– 

K65340–CA, Ione Band of Miwok 
Indians Project, Proposed 228.04 Acre 
Fee-to-Trust Land Transfer and 
Casino Project, Amador County, CA. 
Summary: EPA expressed 

environmental objections about water 
quality and reservoir construction 
impacts, and recommended recycled 
water use be maximized and that 
wastewater discharges occur through 
seasonal discharge to surface waters. 
Rating EO2. 
EIS No. 20080160, ERP No. D–SFW– 

K91015–CA, Cullinan Ranch Unit 
Restoration Project, Proposing a 
Restoration Plan for 1,500 Acres of 
Former Hayfield Farm Land, San 
Pablo Bay, Issuance of Permits and/or 
Approval from Section 7 Endangered 
Species Act and U.S. Army COE 
Section 404 Permit, San Pablo Bay 
National Wildlife Refuge, CA. 
Summary: EPA expressed 

environmental concerns about 
contaminated sediment management, 
and requested additional information 
regarding impacts to the larger San 
Pablo Bay sediment budget, and the 
adaptive management strategy. Rating 
EC2. 
EIS No. 20080192, ERP No. D–AFS– 

J65514–MT, Sheppard Creek Post-Fire 
Project, Timber Salvage, 
Implementation, Flathead National 
Forest, Flathead and Lincoln 
Counties, MT. 
Summary: EPA expressed 

environmental concerns about adverse 
impacts from the proposed salvage and 
road construction on water quality and 
the adequacy of watershed restoration 
measures to assure consistency with the 
TMDL, as well as the proposed 
Alternative D salvage harvests in 
riparian areas. Rating EC1. 

EIS No. 20080193, ERP No. D–AFS– 
L67047–AK, Spencer Mineral 
Materials Project, Proposal to Develop 
and Extract Quarry Rock and Gravel 
from a Mineral Materials Site near 
Spencer Glacier, Chugach National 
Forest, Kenai Borough, AK. 
Summary: EPA expressed 

environmental concerns about the 
potential impacts to water quality, 
wetlands, and local air quality, as well 
as the proposed mitigation measures 
and anticipated effectiveness. The final 
EIS should include additional 
information and analysis concerning 
these impacts. Rating EC2. 
EIS No. 20080194, ERP No. D–SFW– 

G99007–TX, Williamson County 
Regional Habitat Conservation Plan, 
Application for an Incidental Take 
Permit, Williamson County, TX. 
Summary: EPA does not object to the 

proposed action. Rating LO. 
EIS No. 20080080, ERP No. DA–COE– 

K36098–CA, Santa Ana River 
Interceptor (SARI) Protection/ 
Relocation Project, Reduce the Risk of 
Damage to the SARI to allow for the 
Operation of Santa Ana River Project 
(SARP), and Releases from Prato Dam 
of up to 30,000 cubic feet per second 
(cfs), Right-of-Way Permit and U.S. 
COE section 404 Permit, Orange and 
Riverside Counties, CA. 
Summary: EPA expressed 

environmental concerns about the 
preferred alternative and recommended 
further evaluation of alternatives that 
avoid river crossings. EPA also 
recommended additional construction 
emission controls to meet air quality 
requirements and additional analysis of 
potential groundwater contamination. 
Rating EC2. 
EIS No. 20080166, ERP No. DR–AFS– 

F65035–WA, Cayuga Project, New 
Information Regarding American 
Marten, Regional Forester Sensitive 
Species (RFSS), Changed Condition 
on the Landscape from Spruce 
Decline and New Non-Native Invasive 
Species Survey Information, 
Chequamegon-Nicolet National 
Forest, Great Divide Ranger District, 
Ashland County, WI. 
Summary: EPA expressed 

environmental concerns because the 
proposed action would have adverse 
impacts on Regional Forester Species of 
Concern, and recommended selection of 
a different preferred alternative based 
new information in the EIS and the 
Biological Opinion. Rating EC2. 

FINAL EISs 

EIS No. 20070549, ERP No. F–BLM– 
J02050–UT, Chapita Wells-Stagecoach 
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Area Natural Gas Development, 
Drilling and Production Operations of 
Natural Gas Wells and Associated 
Access Road, and Pipelines, Uintah 
County, UT. 
Summary: The final EIS has 

addressed EPA’s concerns about drilling 
new wells in the 100-year floodplain of 
the White River. However, EPA 
continues to have environmental 
concerns about impacts to air quality 
from this and other energy development 
projects in the airshed because the final 
EIS did not include an updated 
cumulative, air quality impact 
assessment for the Uinta Basin, or 
include new air quality information 
from the Vernal monitoring station. EPA 
also recommended additional mitigation 
measures that would reduce air 
emissions or phase the development 
over a longer time period to maintain air 
quality standards. 
EIS No. 20080142, ERP No. F–COE– 

K28022–CA, Carryover Storage and 
San Vicente Dam Raise Project, 
Providing Additional Storage 
Capacity for 100,000 area feet of 
Water by the Year 2011, Issuance of 
Permits, section 10 and 404 Permits, 
San Diego County, CA. 
Summary: EPA continues to have 

environmental concerns about the 
discussion of Clean Water Act 
jurisdiction for certain aquatic resources 
and the adequacy of proposed 
mitigation measures, the lack of 
enforceable water rationing, and 
impacts to air quality from construction 
activities. 
EIS No. 20080174, ERP No. F–AFS– 

L65528–OR, Crawford Project and 
Proposed Nonsignificant Forest Plan 
Amendments, Commercial Timber 
Harvest, Prescribed Burning, 
Adjustments to Dedicated Old Growth 
Areas, and Road Closure and 
Decommissioning Activities, 
Implementation, Blue Mountain 
Ranger District, Malheur National 
Forest, Grant County, OR. 
Summary: The Final EIS addressed 

EPA’s concerns about roads and 
sediment impacts, information on road 
miles, costs, and timing of restoration 
and road decommissioning; therefore, 
EPA does not object to this project. 
EIS No. 20080175, ERP No. F–AFS– 

K65333–00, Sage Steppe Ecosystem 
Restoration Strategy, Implementation, 
Modoc National Forest, Modoc, 
Lassen, Shasta Counties, CA and 
Washoe County, NV. 
Summary: EPA does not object to the 

proposed action. 
EIS No. 20080187, ERP No. F–AFS– 

J65489–MT, Marten Creek Project, 

Proposed Timber Harvest, Prescribed 
Fire Burning, Watershed Restoration, 
and Associated Activities, Cabinet 
Ranger District, Kootenai National 
Forest, Sanders County, MT. 
Summary: The Final EIS addressed 

EPA’s concerns; therefore, EPA does not 
object to this project. 
EIS No. 20080214, ERP No. F–AFS– 

L65548–ID, Yakus Creek Project, 
Proposes Timber Harvest, Watershed 
Improvement, and Access 
Management Activities, Lochsa 
Ranger District, Clearwater National 
Forest, Idaho County, ID. 
Summary: The final EIS has 

adequately addressed our concerns with 
impacts to source water, level of road 
closures, and the OHV connector trails; 
therefore, EPA does not object to this 
project. 
EIS No. 20080221, ERP No. F–AFS– 

L65549–ID, Bussel 484 Project Area, 
Manage the Project Area to Achieve 
Desired Future Conditions for 
Vegetation, Fire, Fuels, Recreation, 
Access, Wildlife, Fisheries, Soil and 
Water, Idaho Panhandle National 
Forest, St. Joe Ranger District, 
Shoshone County, ID. 
Summary: The Final EIS has 

adequately addressed EPA’s concerns 
with impacts to water quality from new 
road construction and reduced new road 
construction should reduce long-term 
impacts to water quality; therefore, EPA 
does not object to this project. 
EIS No. 20080223, ERP No. F–AFS– 

J65392–MT, Beartooth Ranger District 
Travel Management Planning, 
Proposing to Designate Routes for 
Public Motorized Use, and Change 
Management of Pack and Saddle 
Stock on Certain Trail, Beartooth 
Ranger District, Custer National 
Forest, Carbon, Stillwater, Sweet 
Grass, and Park Counties, MT. 
Summary: EPA continues to have 

environmental concerns about potential 
effects to water quality, fisheries, 
wildlife and other resources from roads 
and motorized uses. Specifically, about 
roads in high risk areas and the lack of 
commitment to provide adequate 
resources to maintain roads and enforce 
travel limitations. 
EIS No. 20080224, ERP No. F–STB– 

G53010–TX, Southwest Gulf Railroad 
Project, Construction and Operation 
Exemption, To Transport Limestone 
from Vulcan Construction Materials 
(VCM) Quarry to Del Rio Subdivision, 
Medina County, TX. 
Summary: No formal comment letter 

was sent to the preparing agency. 
EIS No. 20080226, ERP No. F–FRC– 

G03037–00, Midcontinent Express 

Pipeline Project, (Docket Nos. CP08– 
6–000), Construction and Operation to 
Facilitate the Transport of 1,500,000 
dekatherms per day of Natural Gas 
from Production Fields in eastern TX, 
OK, and AR to Market Hub, Located 
in various counties and parishes in 
OK, TX, LA, MS and AL. 

Summary: EPA does not object to the 
proposed action. 

EIS No. 20080232, ERP No. F–AFS– 
K65339–CA, Orleans Community 
Fuels Reduction and Forest Health 
Project, To Manage Forest Stands to 
Reduce Hazardous Fuel Conditions, 
Orleans Ranger District, Six Rivers 
National Forest, Humboldt County, 
CA. 

Summary: No formal comment letter 
was sent to the preparing agency. 

EIS No. 20080236, ERP No. F–BIA– 
L65523–WA, Spokane Tribes 
Integrated Resource Management Plan 
(IRMP) for the Spokane Indian 
Reservation, Implementation, Stevens 
County, WA. 

EIS No. 20080191, ERP No. FS–AFS– 
J65424–MT, Fishtrap Project, Updated 
Information on Past Maintenance/ 
Restorative Treatments within Old 
Growth Stands, Timber Harvest, 
Prescribed Burning, Road 
Construction and Other Restoration 
Activities, Lolo National Forest, 
Plains/Thompson Falls Ranger 
District, Sanders County, MT. 

Summary: The Final EIS addressed 
EPA’s concerns about impacts to water 
quality and fisheries in the watershed as 
well as restoration actions over the long- 
term; therefore, EPA does not object to 
the proposed action. 

EIS No. 20080246, ERP No. FS–AFS– 
J65448–UT, West Bear Vegetation 
Management Project, Additional 
Information to Improve a Portion of 
the Cumulative Effects Analysis and 
Correct the Soils Analysis, Timber 
Harvesting, Prescribed Burning, Roads 
Construction, Township 1 North, 
Range 9 East, Salt Lake Principle 
Meridian, Evanston Ranger District, 
Wasatch-Cache National Forest, 
Summit County, UT. 

Summary: No formal comment letter 
was sent to the preparing agency. 

Dated: July 15, 2008. 

Robert W. Hargrove, 
Director, NEPA Compliance Division, Office 
of Federal Activities. 
[FR Doc. E8–16472 Filed 7–17–08; 8:45 am] 

BILLING CODE 6560–50–P 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[ER–FRL–8583–7] 

Environmental Impact Statements; 

Notice of Availability 
Responsible Agency: Office of Federal 

Activities, General Information (202) 
564–7167 or http://www.epa.gov/ 
compliance/nepa/. 
Weekly receipt of Environmental Impact 

Statements 
Filed 07/07/2008 through 07/11/2008 
Pursuant to 40 CFR 1506.9. 
EIS No. 20080269, Final Supplement, 

FHW, AR, US 67 Construction, U.S. 
67/167 to I–40 West/I–430 
Interchange around the North Little 
Rock Metropolitan Area, Funding, 
Pulaski County, AR, Wait Period 
Ends: 08/18/2008, Contact: Randal 
Looney 501–324–5625. 

EIS No. 20080270, Final EIS, NSF, 00, 
PROGRAMMATIC—Integrated Ocean 
Drilling Program—United States 
Implementing Organizations 
Participation in the Development of 
Scientific Ocean Drilling, IODP– 
USIO, Wait Period Ends: 08/18/2008, 
Contact: James F. Allen 703–292– 
8581. 

EIS No. 20080271, Final EIS, BLM, UT, 
Kanab Field Office Resource 
Management Plan, Implementation, 
Portions of Kane and Garfield 
Counties, UT, Wait Period Ends: 
08/18/2008, Contact: Keith Rigtrup 
435–644–4600. 

EIS No. 20080272, Third Draft 
Supplement, COE, CA, Port of Los 
Angeles Channel Deepening Project, 
To Dispose of Approximately 3.0 
Million Cubic Yards of Dredge 
Material Required to Complete the 
Channel Deepening Project and to 
Beneficially Reuse the Dredge 
Material with the Port of Los Angeles, 
Los Angeles County, CA, Comment 
Period Ends: 09/02/2008, Contact: Joy 
Jaiswal 213–453–3851. 

EIS No. 20080273, Final EIS, FRC, FL, 
Floridian Natural Gas Storage Project, 
Construction and Operation, 
Liquefied Natural Gas (LNG) Storage 
and Natural Gas Transmission 
Facilities, Martin County, FL, Wait 
Period Ends: 08/18/2008, Contact: 
Patricia Schaub 1–866–208–3372. 

EIS No. 20080274, Final EIS, CGD, FL, 
Calypso Liquefied Natural Gas (LNG) 
Deepwater Port License Application, 
Proposes to Own, Construct and 
Operate a Deepwater Port, Outer 
Continental Shelf (OCS) in the OCS 
NG 17–06 (Bahamas) Lease Area, 8 to 
10 miles off the East Coast of Florida 
to the Northeast of Port Everglades, 

FL, Wait Period Ends: 09/02/2008, 
Contact: Lt. Hannah Kim 202–372– 
1438. 

EIS No. 20080275, Final EIS, NOA, WA, 
ADOPTION—Fish Passage and 
Aquatic Habitat Restoration at 
Hemlock Dam, Implementation, 
Gifford Pinchot National Forest, 
Mount Adams District, Skamania 
County, WA, Contact: Christopher 
Doley 301–713–0174. US DOC/NOA 
adopted the U.S. DOA/AFS, Final EIS 
20050451 filed 10/24/2005. NOA was 
a cooperating agency on the project. 
Recirculation on the document is not 
necessary under 1506.3(b) of the CEQ 
Regulations. 

EIS No. 20080276, Draft EIS, FTA, CO, 
Gold Line Corridor Project, To 
Implement Fixed-Guideway Transit 
Service within the Golden Line Study 
area between Denver Union Station 
(DUS) and Ward Road in Wheat 
Ridge, Denver, Arvada, Wheat Ridge, 
Adam and Jefferson Counties, CO, 
Comment Period Ends: 09/02/2008, 
Contact: David Beckhouse 720–963– 
3306. 

EIS No. 20080277, Final EIS, SFW, TX, 
Texas Chenier Plain National Wildlife 
Refuge Complex, Development of a 
15-Year Management Plan 
(Comprehensive Conservation Plan) 
for Refuge Complex, and Expansion of 
the Approval Land Acquisition 
Boundaries (Land Protection Plan) for 
the Four Refuges: Moody, Anahuac, 
McFaddin and Texas Point National 
Wildlife Refuges, Chambers, Jefferson 
and Galveston Counties, TX, Wait 
Period Ends: 08/18/2008, Contact: 
Stephanie Nash 703–358–2183. 

EIS No. 20080278, Final EIS, NPS, WA, 
Mountain Lake Fisheries Management 
Plan for the North Cascades National 
Service Complex, Implementation, 
North Cascades National Park, 
Whatcom, Skagit and Chelan 
Counties, WA, Wait Period Ends: 
08/18/2008, Contact: Alan Schmierer 
510–817–1441. 

Amended Notices 

EIS No. 20080167, Draft EIS, COE, CO, 
Northern Integrated Supply Project, 
Construction and Operation of a 
Regional Water Supply to Serve the 
Current and Future Water Needs of 12 
Towns and Water Districts, Approval 
of Section 404 Permit Application, 
Northern Colorado Water 
Conservancy District, Larimer and 
Weld Counties, CO, Comment Period 
Ends: 07/30/2008, Contact: Chandler 
J. Peter 303–979–4120. Revision of FR 
Notice Published 05/09/2008: 
Extending the Comment Period from 
07/30/2008 to 09/13/2008. 

EIS No. 20080264, Second Final 
Supplement, DOE, NV, Geologic 
Repository for the Disposal of Spent 
Nuclear Fuel and High-Level 
Radioactive Waste at Yucca 
Mountain, Nye County, Nevada— 
Nevada Rail Transportation Corridor 
(DOE/EIS–0250F–S2), Wait Period 
Ends: 08/11/2008, Contact: Dr. Jane R. 
Summerson 702–794–1493. Revision 
of FR Notice Published 07/11/2008: 
Correction to Title. 

EIS No. 20080265, Second Final EIS 
(Tiering), DOE, NV, Rail Alignment 
for the Construction and Operation of 
a Railroad in Nevada to a Geologic 
Repository (DOE/EIS–0369) at Yucca 
Mountain, Nye County, NV, Wait 
Period Ends: 08/11/2008, Contact: Dr. 
Jane R. Summerson 702–794–1493. 
Revision of FR Notice Published 
07/11/2008: Correction to Title. 

EIS No. 20080266, Final Supplement, 
DOE, NV, Geologic Repository for the 
Disposal of Spent Nuclear Fuel and 
High-Level Radioactive Waste, 
Construction, Operation, Monitoring 
and Eventually Closing a Geologic 
Repository DOE/EIS–0250F–S1D) at 
Yucca Mountain, Nye County, NV, 
Wait Period Ends: 08/11/2008, 
Contact: Dr. Jane R. Summerson 702– 
794–1493. Revision FR Notice 
Published 07/11/2008: Correction to 
Title. 
Dated: July 15, 2008. 

Robert W. Hargrove, 
Director, NEPA Compliance Division, Office 
of Federal Activities. 
[FR Doc. E8–16473 Filed 7–17–08; 8:45 am] 
BILLING CODE 6560–50–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

Notice of Public Information 
Collection(s) Being Reviewed by the 
Federal Communications Commission, 
Comments Requested 

July 11, 2008. 
SUMMARY: The Federal Communications 
Commission, as part of its continuing 
effort to reduce paperwork burdens, 
invites the general public and other 
Federal agencies to take this 
opportunity to comment on the 
following information collection(s), as 
required by the Paperwork Reduction 
Act of 1995 (PRA), Public Law No. 104– 
13. An agency may not conduct or 
sponsor a collection of information 
unless it displays a currently valid 
control number. Subject to the PRA, no 
person shall be subject to any penalty 
for failing to comply with a collection 
of information that does not display a 

VerDate Aug<31>2005 15:36 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00040 Fmt 4703 Sfmt 4703 E:\FR\FM\18JYN1.SGM 18JYN1dw
as

hi
ng

to
n3

 o
n 

P
R

O
D

P
C

61
 w

ith
 N

O
T

IC
E

S
3



41352 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Notices 

valid control number. Comments are 
requested concerning (a) Whether the 
proposed collection of information is 
necessary for the proper performance of 
the functions of the Commission, 
including whether the information shall 
have practical utility; (b) the accuracy of 
the Commission’s burden estimate; (c) 
ways to enhance the quality, utility, and 
clarity of the information collected; and 
(d) ways to minimize the burden of the 
collection of information on the 
respondents, including the use of 
automated collection techniques or 
other forms of information technology. 
DATES: Written PRA comments should 
be submitted on or before September 16, 
2008. If you anticipate that you will be 
submitting comments, but find it 
difficult to do so within the period of 
time allowed by this notice, you should 
advise the contact listed below as soon 
as possible. 
ADDRESSES: Interested parties may 
submit all PRA comments by e-mail or 
U.S. post mail. To submit your 
comments by e-mail, send them to 
PRA@fcc.gov and/or to 
Cathy.Williams@fcc.gov. To submit your 
comments by U.S. mail, mark them to 
the attention of Cathy Williams, Federal 
Communications Commission, Room 1– 
C823, 445 12th Street, SW., Washington, 
DC 20554. 
FOR FURTHER INFORMATION CONTACT: For 
additional information about the 
information collection(s), contact Cathy 
Williams at (202) 418–2918 or send an 
e-mail to PRA@fcc.gov and/or 
Cathy.Williams@fcc.gov. 

SUPPLEMENTARY INFORMATION:
OMB Control Number: 3060–1089. 
Title: Telecommunications Relay 

Services and Speech-to-Speech Services 
for Individuals with Hearing and 
Speech Disabilities; E911 Requirements 
for IP-Enabled Service Providers CG 
Docket No. 03–123 and WC Docket No. 
05–196, FCC 08–151. 

Form No.: N/A. 
Type of Review: Revision of a 

currently approved collection. 
Respondents: Business or other for- 

profit entities; Individuals or 
households; Not-for-profit institutions; 
State, local or tribal government. 

Number of Respondents and 
Responses: 11 respondents; 1,068,000 
responses. 

Estimated Time per response: 3 
minutes (.05 hours) to 1 hour. 

Frequency of Response: One-time and 
on occasion reporting requirements; 
Recordkeeping requirement; Third party 
disclosure requirement. 

Obligation to Respond: Required to 
obtain or retain benefits. The statutory 
authority is contained in sections 1, 2, 

4(i), (4)(j), 225, 251, and 303(r) of the 
Communications Act of 1934, as 
amended, 47 U.S.C. 151, 152, 154(i), 
154(j), 225, 251, 303(r). 

Total Annual Burden: 130,618 hours. 
Total Annual Costs: $4,224,000. 
Nature and Extent of Confidentiality: 

An assurance of confidentiality is not 
offered because the Commission has no 
direct involvement in the collection of 
personally identifiable information (PII) 
from individuals and/or households. 

Privacy Act Impact Assessment: No 
impact(s). 

Needs and Uses: On November 30, 
2005, the Commission released 
Telecommunications Relay Services and 
Speech-to-Speech Services for 
Individuals with Hearing and Speech 
Disabilities; Access to Emergency 
Services, Notice of Proposed 
Rulemaking (VRS/IP Relay 911 NPRM), 
CG Docket No. 03–123, FCC 05–196, 
published at 71 FR 5221 (February 1, 
2006), which addressed the issue of 
access to emergency services for 
Internet-based forms of 
Telecommunications Relay Services 
(TRS), namely Video Relay Service 
(VRS) and Internet Protocol (IP) Relay. 
The Commission sought to adopt means 
to ensure that such calls promptly reach 
the appropriate emergency service 
provider. By doing so, the VRS/IP Relay 
911 NPRM sought comment on the 
following issues: (1) Whether the 
Commission should require VRS and IP 
Relay service providers to establish a 
registration process in which VRS and 
IP Relay service users provide, in 
advance, the primary location from 
which they will be making VRS or IP 
Relay service calls (the Registered 
Location), so that a communications 
assistant (CA) can identify the 
appropriate Public Safety Answering 
Point (PSAP) to contact; (2) whether 
VRS and IP Relay providers should be 
required to register their customers and 
obtain a Registered Location from their 
customers so that they will be able to 
make the outbound call to the 
appropriate PSAP; (3) whether the 
Commission should require VRS and IP 
Relay providers to provide appropriate 
warning labels for installation on 
customer premises equipment (CPE) 
used in connection with VRS and IP 
Relay services; and (4) whether the 
Commission should require VRS and IP 
Relay providers to obtain and keep a 
record of affirmative acknowledgement 
by every subscriber of having received 
and understood the advisory regarding 
possible limitations when placing 
emergency calls. 

On May 8, 2006, the Commission 
released Telecommunications Relay 
Services and Speech-to-Speech Services 

for Individuals with Hearing and Speech 
Disabilities; Misuse of IP Relay Service 
and Video Relay Service, Further Notice 
of Proposed Rulemaking (IP Relay/VRS 
Misuse FNPRM), CG Docket No. 03–123, 
FCC 06–58, published at 71 FR 31131 
(June 1, 2006), which sought further 
comment on whether IP Relay and VRS 
providers should be required to 
implement user registration systems and 
what information users should provide, 
as a means of curbing illegitimate IP 
Relay and VRS calls. 

On May 9, 2006, the Commission 
released Telecommunications Relay 
Services and Speech-to-Speech Services 
for Individuals with Hearing and Speech 
Disabilities, Declaratory Ruling and 
Further Notice of Proposed Rulemaking 
(Interoperability Declaratory Ruling and 
FNPRM), CG Docket No. 03–123, FCC 
06–57, published at 71 FR 30818 and 71 
FR 30848 (May 31, 2006). In the 
Interoperability Declaratory Ruling and 
FNPRM, the Commission sought 
comment on the feasibility of 
establishing a single, open, and global 
database of proxy numbers for VRS 
users that would be available to all 
service providers, so that a hearing 
person can call a VRS user through any 
VRS provider, and without having first 
to ascertain the VRS user’s current IP 
address. 

The Interoperability Declaratory 
Ruling and FNPRM proposed 
information collection requirements 
involving an open, global database of 
VRS proxy numbers, and sought 
comment on: (1) Whether VRS providers 
should be required to provide 
information to populate an open, global 
database of VRS proxy numbers and to 
keep the information current; (2) 
whether deaf and hard of hearing 
individuals using video broadband 
communication need uniform and static 
end-point numbers linked to the North 
American Numbering Plan (NANP), and 
that would remain consistent across all 
VRS providers, so that users can contact 
one another and be contacted to the 
same extent that Public Switched 
Telephone Network and VoIP users are 
able to identify and call one another; 
and (3) whether participation by service 
providers should be mandatory so that 
all VRS users can receive incoming 
calls. The proposed information 
collection requirements were asserted to 
be necessary in order: (1) To ensure that 
Internet-based TRS users can be reached 
by voice telephone users in the same 
way that voice telephone users are 
called; and (2) to ensure that emergency 
calls placed by Internet-based TRS users 
will be routed directly and 
automatically to the appropriate 
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emergency services authorities by 
Internet-based TRS providers. 

On June 24, 2008, the Commission 
released Telecommunications Relay 
Services and Speech-to-Speech Services 
for Individuals with Hearing and Speech 
Disabilities; E911 Requirements for IP- 
Enabled Service Providers, Report and 
Order and Further Notice of Proposed 
Rulemaking (Report and Order), CG 
Docket No. 03–123 and WC Docket No. 
05–196, FCC 08–151, addressing the 
issues raised in these notices. The 
Report and Order provides VRS and IP 
Relay users with a reliable and 
consistent means by which others 
(including emergency personnel) can 
identify or reach them by, among other 
things, integrating VRS and IP Relay 
users into the ten-digit, NANP 
numbering system. 

First, to complete a telephone call to 
an Internet-based TRS user, a provider 
must have some method of logically 
associating the telephone number dialed 
by the caller to the Internet-based TRS 
user’s device. That method, known as 
the TRS Numbering Directory, is a 
central database that maps each user’s 
telephone number to routing 
information needed to find that user’s 
device on the Internet. The Report and 
Order requires VRS and IP Relay 
providers to collect and maintain the 
routing information from their 
registered users and to provision that 
information to the TRS Numbering 
Directory so that this mapping can 
occur. 

Second, because there is no reliable 
means for VRS and IP Relay providers, 
unlike wireline carriers, to 
automatically know the physical 
location of their users, the Report and 
Order requires VRS and IP Relay 
providers to collect and maintain the 
Registered Location of their registered 
users. And to ensure that authorities can 
retrieve a user’s Registered Location 
(along with the provider’s name and 
CA’s identification number for callback 
purposes), the Report and Order 
requires VRS and IP Relay providers to 
provision that information into, or make 
that information available through, ALI 
databases across the country. 

Third, to ensure that VRS and IP 
Relay users are aware of their providers’ 
numbering and E911 service obligations 
and to inform those users of their 
providers’ E911 capabilities, the Report 
and Order requires each VRS and IP 
Relay provider to post an advisory on its 
Web site, and in any promotional 
materials directed to consumers, 
addressing numbering and E911 
services for VRS or IP Relay. Providers 
also must obtain and keep a record of 
affirmative acknowledgement from each 

of their registered users of having 
received and understood the user 
notification. 

The new or modified information 
collection requirements are contained in 
47 CFR 64.605 (a) and (b), and 47 CFR 
64.611 (a), (b), (c) and (f), and subject to 
the PRA must be approved by the Office 
of Management and Budget before 
becoming effective. 
Federal Communications Commission. 
William F. Caton, 
Deputy Secretary. 
[FR Doc. E8–16264 Filed 7–17–08; 8:45 am] 
BILLING CODE 6712–01–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

Notice of Public Information 
Collection(s) Being Reviewed by the 
Federal Communications Commission, 
Comments Requested 

July 10, 2008. 

SUMMARY: The Federal Communications 
Commission, as part of its continuing 
effort to reduce paperwork burdens, 
invites the general public and other 
Federal agencies to take this 
opportunity to comment on the 
following information collection, as 
required by the Paperwork Reduction 
Act (PRA) of 1995, Public Law No. 104– 
13. An agency may not conduct or 
sponsor a collection of information 
unless it displays a currently valid 
control number. Pursuant to the PRA, 
no person shall be subject to any 
penalty for failing to comply with a 
collection of information that does not 
display a valid control number. 
Comments are requested concerning (a) 
Whether the proposed collection of 
information is necessary for the proper 
performance of the functions of the 
Commission, including whether the 
information shall have practical utility; 
(b) the accuracy of the Commission’s 
burden estimate; (c) ways to enhance 
the quality, utility, and clarity of the 
information collected; and (d) ways to 
minimize the burden of the collection of 
information on the respondents, 
including the use of automated 
collection techniques or other forms of 
information technology. 

DATES: Written Paperwork Reduction 
Act (PRA) comments should be 
submitted on or before September 16, 
2008. If you anticipate that you will be 
submitting comments, but find it 
difficult to do so within the period of 
time allowed by this notice, you should 
advise the contact listed below as soon 
as possible. 

ADDRESSES: Interested parties may 
submit all PRA comments by e-mail or 
U.S. mail. To submit your comments by 
e-mail, send them to PRA@fcc.gov. To 
submit your comments by U.S. mail, 
mark them to the attention of Cathy 
Williams, Federal Communications 
Commission, Room 1–C823, 445 12th 
Street, SW., Washington, DC 20554. 
FOR FURTHER INFORMATION CONTACT: For 
additional information about the 
information collection, send an e-mail 
to PRA@fcc.gov or contact Cathy 
Williams at 202–418–2918. 
SUPPLEMENTARY INFORMATION: 

OMB Control Number: 3060–0466. 
Title: Sections 73.1201, 74.783 and 

74.1283, Station Identification. 
Form Number: Not applicable. 
Type of Review: Revision of a 

currently approved collection. 
Respondents: Business or other for- 

profit entities; Not-for-profit 
institutions; State, Local and Tribal 
Government. 

Number of Respondents and 
Responses: 20,000 respondents; 20,100 
responses. 

Estimated Time per Response: 10 
minutes to 1.33 hours. 

Frequency of Response: 
Recordkeeping requirement; Third-party 
disclosure requirement; On occasion 
reporting requirement. 

Obligation to Respond: Required to 
obtain benefits—Statutory authority for 
this collection of information is 
contained in Sections 154(i), 303 and 
308 of the Communications Act of 1934, 
as amended. 

Total Annual Burden: 44,603 hours. 
Total Annual Costs: None. 
Confidentiality: No need for 

confidentiality required. 
Privacy Impact Assessment(s): No 

impact(s). 
Needs and Uses: Congress has 

mandated that after February 17, 2009, 
full-power television broadcast stations 
must transmit only in digital signals, 
and may no longer transmit analog 
signals. On December 22, 2007, the 
Commission adopted a Report and 
Order, In the matter of the Third 
Periodic Review of the Commission’s 
Rules and Policies Affecting the 
Conversion to Digital Television, MB 
Docket No. 07–91, FCC 07–228 (‘‘Third 
DTV Periodic Report and Order’’) to 
establish the rules, policies and 
procedures necessary to complete the 
nation’s transition to DTV. 

As a result of the Third DTV Periodic 
Report and Order, the station 
identification rules will require a DTV 
station that chooses to identify a 
licensee that it is transmitting on one of 
its multicast streams to follow a specific 
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format for making such a station 
identification announcement. 
Specifically, 47 CFR 73.1201(b)(1) is 
revised to require that a DTV station 
that is devoting one of its multicast 
streams to transmit the programming of 
another television licensee must 
identify itself and may also identify the 
licensee that it is transmitting. If a DTV 
station in this situation chooses to 
identify the station that is the source of 
the programming it is transmitting, it 
must use the following format: Station 
WYYY–DT, community of license (call 
sign and community of license of the 
station whose multicast stream is 
transmitting the programming), bringing 
you WXXX, community of license (call 
sign and community of license of the 
licensee providing the programming). 
The transmitting station may insert 
between its call letters and its 
community of license the following 
information: the frequency of the 
transmitting station, the channel 
number of the transmitting station, the 
name of the licensee of the transmitting 
station and the licensee providing the 
programming, and/or the name of the 
network of either station. Where a 
multicast station is carrying the 
programming of another station and is 
identifying that station as the source of 
the programming, using the format 
described above, the identification may 
not include the frequency or channel 
number of the program source. This new 
requirement in 47 CFR 73.1201(b)(1) 
may cause DTV station respondents that 
choose to multicast to make additional 
station identifications (responses) for 
multicast streams. 

47 CFR 73.1201(a) requires television 
broadcast licensees to make broadcast 
station identification announcements at 
the beginning and ending of each time 
of operation, and hourly, as close to the 
hour as feasible, at a natural break in 
program offerings. Television and Class 
A television broadcast stations may 
make these announcements visually or 
aurally. 

47 CFR 73.1201(b)(1) requires that the 
official station identification consist of 
the station’s call letters immediately 
followed by the community or 
communities specified in its license as 
the station’s location; provided that the 
name of the licensee, the station’s 
frequency, the station’s channel 
number, as stated on the station’s 
license, and/or the station’s network 
affiliation may be inserted between the 
call letters and station location. DTV 
stations, or DAB Stations, choosing to 
include the station’s channel number in 
the station identification must use the 
station’s major channel number and 
may distinguish multicast program 

streams. For example, a DTV station 
with major channel number 26 may use 
26.1 to identify an HDTV program 
service and 26.2 to identify an SDTV 
program service. A radio station 
operating in DAB hybrid mode or 
extended hybrid mode shall identify its 
digital signal, including any free 
multicast audio programming streams, 
in a manner that appropriately alerts its 
audience to the fact that it is listening 
to a digital audio broadcast. No other 
insertion between the station’s call 
letters and the community or 
communities specified in its license is 
permissible. 

47 CFR 73.1201(b)(2) provides that a 
station may include in its official station 
identification the name of any 
additional community or communities, 
but the community to which the station 
is licensed must be named first. 

47 CFR 73.1201(b)(3) requires that 
twice daily, the station identification for 
television stations must include a notice 
of the existence, location and 
accessibility of the station’s public file. 
The notice must state that the station’s 
public file is available for inspection 
and that consumers can view it at the 
station’s main studio and on its Web 
site. At least one of the announcements 
must occur between the hours of 6 p.m. 
and midnight. 

47 CFR 74.783(b) requires licensees of 
television translators whose station 
identification is made by the television 
station whose signals are being 
rebroadcast by the translator, must 
secure agreement with this television 
licensee to keep in its file, and available 
to FCC personnel, the translator’s call 
letters and location, giving the name, 
address and telephone number of the 
licensee or service representative to be 
contacted in the event of malfunction of 
the translator. 

47 CFR 74.783(e) permits any low- 
power television (LPTV) station to 
request a four-letter call sign after 
receiving its construction permit. All 
initial LPTV construction permits will 
continue to be issued with a five- 
character LPTV call sign. LPTV 
respondents are required to use the 
online electronic system. To enable 
these respondents to use this online 
system, the Commission eliminated the 
requirement that holders of LPTV 
construction permits submit with their 
call sign requests a certification that the 
station has been constructed, that 
physical construction is underway at 
the transmitter site, or that a firm 
equipment order has been placed. 

47 CFR 74.1283(c)(1) requires FM 
translator stations whose station 
identification is made by the primary 
station to furnish current information on 

the translator’s call letters and location. 
This information is kept in the primary 
station’s files. This information is used 
to contact the translator licensee in the 
event of malfunction of the translator. 

OMB Control Number: 3060–0906. 
Title: Annual DTV Report, FCC Form 

317; 47 CFR § 73.624(g). 
Form Number: FCC Form 317. 
Type of Review: Revision of a 

currently approved collection. 
Respondents: Business or other for- 

profit entities; Not-for-profit 
institutions. 

Number of Respondent and 
Responses: 1,815 respondents, 3,630 
responses. 

Frequency of Response: 
Recordkeeping requirement; Annual 
reporting requirement. 

Obligation to Respond: Required to 
obtain benefits—Statutory authority for 
this collection of information is 
contained in Sections 154(i), 303, 336 
and 403 of the Communications Act of 
1934, as amended. 

Estimated Time per Response: 2–4 
hours. 

Total Annual Burden: 10,890 hours. 
Total Annual Costs: $181,500. 
Confidentiality: No need for 

confidentiality required. 
Privacy Impact Assessment: No 

impact(s). 
Needs and Uses: Congress has 

mandated that after February 17, 2009, 
full-power television broadcast stations 
must transmit only in digital signals, 
and may no longer transmit analog 
signals. On December 22, 2007, the 
Commission adopted a Report and 
Order In the matter of the Third 
Periodic Review of the Commission’s 
Rules and Policies Affecting the 
Conversion to Digital Television, MB 
Docket No. 07–91, FCC 07–228 (‘‘Third 
DTV Periodic Report and Order’’) to 
establish the rules, policies and 
procedures necessary to complete the 
nation’s transition to DTV. As a result 
of the Third DTV Periodic Report and 
Order, DTV stations that are permittees 
must now comply with the 
requirements for feeable ancillary or 
supplementary services in Section 
73.624(g) (using FCC Form 317). This 
new requirement in 47 CFR 73.624(g) 
adds a new group of respondents to this 
collection (namely, ‘‘DTV permittees’’). 
The Commission has also revised FCC 
Form 317 and its instructions to 
indicate that DTV permittees are 
required to file the form and report their 
ancillary and supplementary services. 

Each commercial and noncommercial 
educational (NCE) digital television 
(DTV) broadcast station licensee and 
permittee is required to file FCC Form 
317 annually. The licensees/permittees 
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report whether they provided ancillary 
or supplementary services at any time 
during the reporting cycle. The report 
indicates which services were provided, 
fee related services, gross revenues 
received from all feeable ancillary and 
supplementary services, and the amount 
of bitstream used to provide ancillary or 
supplementary service. 

Concurrent with the submission of 
FCC Form 317, each commercial and 
noncommercial educational DTV 
licensee and permittee is required to 
remit to the Commission a payment, 
FCC Form 159 (3060–0589), in the 
amount of 5% of the gross revenues 
derived from the provision of its 
ancillary or supplementary services. 

Each licensee and permittee is 
required to retain the records supporting 
the calculation of the fees due for three 
years from the date of remittance of fees. 
Noncommercial DTV licensees/ 
permittees must also retain for eight 
years documentation sufficient to show 
that their entire bitstream was used 
‘‘primarily’’ for noncommercial 
education broadcast services on a 
weekly basis. 
Federal Communications Commission. 
Marlene H. Dortch, 
Secretary. 
[FR Doc. E8–16539 Filed 7–17–08; 8:45 am] 
BILLING CODE 6712–01–P 

FEDERAL COMMUNICATIONS 
COMMISSION 

En Banc Hearing on Broadband and 
the Digital Future 

AGENCY: Federal Communications 
Commission. 
ACTION: Notice. 

SUMMARY: The Federal Communications 
Commission will hold a public en banc 
hearing on Broadband and the Digital 
Future on Monday, July 21, 2008 at the 
Carnegie Mellon University in 
Pittsburgh, Pennsylvania. 
DATES: Monday, July 21 at 4 p.m. 
ADDRESSES: Carnegie Mellon University, 
5000 Forbes Avenue, Pittsburgh, 
Pennsylvania 15213. 
FOR FURTHER INFORMATION CONTACT: 
Robert Kenny: 202–418–2668 or Clyde 
Ensslin: 202–418–0506. 
SUPPLEMENTARY INFORMATION: The 
Commission will hear from expert 
panelists regarding broadband and the 
digital future. The hearing is open to the 
public, and seating will be available on 
a first-come, first-served basis. Sign 
language interpreters and open 
captioning will be provided for this 
event. Other reasonable 

accommodations for people with 
disabilities are available upon request. 
Include a description of the 
accommodation needed, and include a 
way we can contact you if we need more 
information. Please make your request 
as early as possible. Last minute 
requests will be accepted, but may be 
impossible to fill. 

Send an e-mail to fcc504@fcc.gov or 
call the Consumer & Governmental 
Affairs Bureau at 202–418–0530 (voice), 
202–418–0432 (TTY). For additional 
information about the hearing, please 
visit the FCC’s Web site at http:// 
www.fcc.gov. 
Federal Communications Commission. 
Marlene H. Dortch, 
Secretary. 
[FR Doc. E8–16611 Filed 7–17–08; 8:45 am] 
BILLING CODE 6712–01–P 

FEDERAL MARITIME COMMISSION 

Sunshine Act Meeting Notice 

TIME AND DATE: July 23, 2008—10 a.m. 
PLACE: 800 North Capitol Street, NW., 
First Floor Hearing Room, Washington, 
DC. 
STATUS: A portion of the meeting will 
be in Open Session and the remainder 
of the meeting will be in closed session. 
MATTERS TO BE CONSIDERED:  

Open Session 

(1) Extension of time to issue initial 
decision in Docket No. 07–07— 
Embarque Puerto Plata, Corp., and 
Embarque Puerto Inc., dba Embarque 
Shipping, et al.—Possible Violations of 
Sections 8(a) and 19 of the Shipping Act 
of 1984 and the Commission’s 
Regulations at 46 CFR Parts 515 and 
520. 

(2) Agency Report to the House and 
Senate Committees on Appropriations 
Regarding Sole Source Contracts. 

(3) Letter to the House and Senate 
Committees on Appropriations 
Regarding the New Orleans Hire. 

(4) 2008 Human Capital Survey— 
Authorization to Issue Advance Notice 
to Staff. 

(5) Administrative Control of Funds 
C.O. 77—Delegated Authority to Make 
Payments and Re-delegating Authority 
to Director OFM. 

Closed Session 

(1) Export Cargo Issues. 
(2) Docket No. 02–04—Anchor 

Shipping Co. v. Alianca Navegacao E 
Logistica Ltda. 

(3) FMC Agreement No. 011741–012: 
Amendment to the U.S. Pacific Coast- 
Oceania Agreement. 

(4) Internal Administrative Practices 
and Personnel Matters. 
CONTACT PERSON FOR MORE INFORMATION: 
Karen V. Gregory, Assistant Secretary, 
(202) 523–5725. 

Karen V. Gregory, 
Assistant Secretary. 
[FR Doc. 08–1450 Filed 7–16–08; 2:19 pm] 
BILLING CODE 6730–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institute for Occupational 
Safety and Health; Decision To 
Evaluate a Petition To Designate a 
Class of Employees for the Linde 
Ceramics Plant, Tonawanda, NY, To Be 
Included in the Special Exposure 
Cohort 

AGENCY: National Institute for 
Occupational Safety and Health 
(NIOSH), Department of Health and 
Human Services (HHS). 
ACTION: Notice. 

SUMMARY: The Department of Health and 
Human Services (HHS) gives notice as 
required by 42 CFR 83.12(e) of a 
decision to evaluate a petition to 
designate a class of employees for the 
Linde Ceramics Plant, Tonawanda, New 
York, to be included in the Special 
Exposure Cohort under the Energy 
Employees Occupational Illness 
Compensation Program Act of 2000. The 
initial proposed definition for the class 
being evaluated, subject to revision as 
warranted by the evaluation, is as 
follows: 

Facility: Linde Ceramics Plant. 
Location: Tonawanda, New York. 
Job Titles and/or Job Duties: All 

employees. 
Period of Employment: During the 

applicable covered residual radiation 
period from January 1, 1954 through 
July 31, 2006. 
FOR FURTHER INFORMATION CONTACT: 
Larry Elliott, Director, Office of 
Compensation Analysis and Support, 
National Institute for Occupational 
Safety and Health (NIOSH), 4676 
Columbia Parkway, MS C–46, 
Cincinnati, OH 45226, Telephone 513– 
533–6800 (this is not a toll-free 
number). Information requests can also 
be submitted by e-mail to 
OCAS@CDC.GOV. 

Dated: July 2, 2008. 
John Howard, 
Director, National Institute for Occupational 
Safety and Health. 
[FR Doc. E8–16464 Filed 7–17–08; 8:45 am] 
BILLING CODE 4163–19–P 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institute for Occupational 
Safety and Health; Final Effect of 
Designation of a Class of Employees 
for Addition to the Special Exposure 
Cohort 

AGENCY: National Institute for 
Occupational Safety and Health 
(NIOSH), Department of Health and 
Human Services (HHS). 

ACTION: Notice. 

SUMMARY: The Department of Health and 
Human Services (HHS) gives notice 
concerning the final effect of the HHS 
decision to designate a class of 
employees at Horizons, Inc., Cleveland, 
Ohio, as an addition to the Special 
Exposure Cohort (SEC) under the Energy 
Employees Occupational Illness 
Compensation Program Act of 2000. On 
May 30, 2008, as provided for under 42 
U.S.C. 7384q(b), the Secretary of HHS 
designated the following class of 
employees as an addition to the SEC: 

All Atomic Weapons Employer (AWE) 
employees who worked at the Horizons, Inc. 
facility from January 1, 1952, through 
December 31, 1956, for a number of work 
days aggregating at least 250 work days 
occurring either solely under this 
employment or in combination with work 
days within the parameters established for 
one or more other classes of employees in the 
Special Exposure Cohort. 

This designation became effective on 
June 29, 2008, as provided for under 42 
U.S.C. 7384l(14)(C). Hence, beginning 
on June 29, 2008, members of this class 
of employees, defined as reported in 
this notice, became members of the 
Special Exposure Cohort. 

FOR FURTHER INFORMATION CONTACT: 
Larry Elliott, Director, Office of 
Compensation Analysis and Support, 
National Institute for Occupational 
Safety and Health (NIOSH), 4676 
Columbia Parkway, MS C–46, 
Cincinnati, OH 45226, telephone 
1–800–CDC–INFO (1–800–232–4636) or 
directly at 1–513–533–6800 (this is not 
a toll-free number). Information requests 
can also be submitted by e-mail to 
OCAS@CDC.GOV. 

Dated: July 2, 2008. 

John Howard, 
Director, National Institute for Occupational 
Safety and Health. 
[FR Doc. E8–16465 Filed 7–17–08; 8:45 am] 

BILLING CODE 4163–19–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institute for Occupational 
Safety and Health; Final Effect of 
Designation of a Class of Employees 
for Addition to the Special Exposure 
Cohort 

AGENCY: National Institute for 
Occupational Safety and Health 
(NIOSH), Department of Health and 
Human Services (HHS). 

ACTION: Notice. 

SUMMARY: The Department of Health and 
Human Services (HHS) gives notice 
concerning the final effect of the HHS 
decision to designate a class of 
employees at the SAM (Special Alloyed 
or Substitute Alloy Materials) 
Laboratories of Columbia University in 
New York City, New York, as an 
addition to the Special Exposure Cohort 
(SEC) under the Energy Employees 
Occupational Illness Compensation 
Program Act of 2000. On May 30, 2008, 
as provided for under 42 U.S.C. 
7384q(b), the Secretary of HHS 
designated the following class of 
employees as an addition to the SEC: 

All employees of the Department of Energy 
(DOE), its predecessor agencies, and DOE 
contractors or subcontractors who worked in 
the Pupin, Schemerhorn, Havenmeyer, Nash, 
or Prentiss buildings at SAM (Special 
Alloyed or Substitute Alloy Materials) 
Laboratories of Columbia University in New 
York City, New York, from August 13, 1942, 
through December 31, 1947, for a number of 
work days aggregating at least 250 work days 
occurring either solely under this 
employment or in combination with work 
days within the parameters established for 
one or more other classes of employees in the 
Special Exposure Cohort. 

This designation became effective on 
June 29, 2008, as provided for under 42 
U.S.C. 7384l(14)(C). Hence, beginning 
on June 29, 2008, members of this class 
of employees, defined as reported in 
this notice, became members of the 
Special Exposure Cohort. 

FOR FURTHER INFORMATION CONTACT: 
Larry Elliott, Director, Office of 
Compensation Analysis and Support, 
National Institute for Occupational 
Safety and Health (NIOSH), 4676 
Columbia Parkway, MS C–46, 
Cincinnati, OH 45226, Telephone 1– 
800–CDC–INFO (1–800–232–4636) or 
directly at 1–513–533–6800 (this is not 
a toll-free number). Information requests 
can also be submitted by e-mail to 
OCAS@CDC.GOV. 

Dated: July 2, 2008. 
John Howard, 
Director, National Institute for Occupational 
Safety and Health. 
[FR Doc. E8–16466 Filed 7–17–08; 8:45 am] 
BILLING CODE 4163–19–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institute for Occupational 
Safety and Health; Final Effect of 
Designation of a Class of Employees 
for Addition to the Special Exposure 
Cohort 

AGENCY: National Institute for 
Occupational Safety and Health 
(NIOSH), Department of Health and 
Human Services (HHS). 
ACTION: Notice. 

SUMMARY: The Department of Health and 
Human Services (HHS) gives notice 
concerning the final effect of the HHS 
decision to designate a class of 
employees at the Hanford Nuclear 
Reservation in Richland, Washington, as 
an addition to the Special Exposure 
Cohort (SEC) under the Energy 
Employees Occupational Illness 
Compensation Program Act of 2000. On 
May 30, 2008, as provided for under 42 
U.S.C. 7384q(b), the Secretary of HHS 
designated the following class of 
employees as an addition to the SEC: 

All employees of the Department of Energy 
(DOE), its predecessor agencies, and DOE 
contractors or subcontractors who worked 
from: 

1. September 1, 1946 through December 31, 
1961 in the 300 area; or 

2. January 1, 1949 through December 31, 
1968 in the 200 areas (East and West) 
at the Hanford Nuclear Reservation in 
Richland, Washington, for a number of work 
days aggregating at least 250 work days 
occurring either solely under this 
employment or in combination with work 
days within the parameters established for 
one or more other classes of employees in the 
Special Exposure Cohort. 

This designation became effective on 
June 29, 2008, as provided for under 42 
U.S.C. 7384l(14)(C). Hence, beginning 
on June 29, 2008, members of this class 
of employees, defined as reported in 
this notice, became members of the 
Special Exposure Cohort. 
FOR FURTHER INFORMATION CONTACT: 
Larry Elliott, Director, Office of 
Compensation Analysis and Support, 
National Institute for Occupational 
Safety and Health (NIOSH), 4676 
Columbia Parkway, MS C–46, 
Cincinnati, OH 45226, telephone 1– 
800–CDC–INFO (1–800–232–4636) or 
directly at 1–513–533–6800 (this is not 
a toll-free number). Information requests 
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can also be submitted by e-mail to 
OCAS@CDC.GOV. 

Dated: July 2, 2008. 
John Howard, 
Director, National Institute for Occupational 
Safety and Health. 
[FR Doc. E8–16467 Filed 7–17–08; 8:45 am] 
BILLING CODE 4163–19–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institute for Occupational 
Safety and Health; Final Effect of 
Designation of a Class of Employees 
for Addition to the Special Exposure 
Cohort 

AGENCY: National Institute for 
Occupational Safety and Health 
(NIOSH), Department of Health and 
Human Services (HHS). 
ACTION: Notice. 

SUMMARY: The Department of Health and 
Human Services (HHS) gives notice 
concerning the final effect of the HHS 
decision to designate a class of 
employees at the Nuclear Materials and 
Equipment Corporation (NUMEC) 
facility in Parks Township, 
Pennsylvania, as an addition to the 
Special Exposure Cohort (SEC) under 
the Energy Employees Occupational 
Illness Compensation Program Act of 
2000. On May 30, 2008, as provided for 
under 42 U.S.C. 7384q(b), the Secretary 
of HHS designated the following class of 
employees as an addition to the SEC: 

All Atomic Weapons Employer (AWE) 
employees who worked at the Nuclear 
Materials and Equipment Corporation 
(NUMEC) facility in Parks Township, 
Pennsylvania, from June 1, 1960, through 
December 31, 1980, for a number of work 
days aggregating at least 250 work days 
occurring either solely under this 
employment or in combination with work 
days within the parameters established for 
one or more other classes of employees in the 
Special Exposure Cohort. 

This designation became effective on 
June 29, 2008, as provided for under 42 
U.S.C. 7384l(14)(C). Hence, beginning 
on June 29, 2008, members of this class 
of employees, defined as reported in 
this notice, became members of the 
Special Exposure Cohort. 
FOR FURTHER INFORMATION CONTACT: 
Larry Elliott, Director, Office of 
Compensation Analysis and Support, 
National Institute for Occupational 
Safety and Health (NIOSH), 4676 
Columbia Parkway, MS C–46, 
Cincinnati, OH 45226, telephone 1– 
800–CDC–INFO (1–800–232–4636) or 
directly at 1–513–533–6800 (this is not 
a toll-free number). Information requests 

can also be submitted by e-mail to 
OCAS@CDC.GOV. 

Dated: July 2, 2008. 
John Howard, 
Director, National Institute for Occupational 
Safety and Health. 
[FR Doc. E8–16468 Filed 7–17–08; 8:45 am] 
BILLING CODE 4163–19–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Office of the Secretary 

Findings of Scientific Misconduct 

AGENCY: Office of the Secretary, HHS. 
ACTION: Notice. 

SUMMARY: Notice is hereby given that 
the Office of Research Integrity (ORI) 
and the Assistant Secretary for Health 
have taken final action in the following 
case: 

J. Keith Hampton, St. Luke’s Hospital: 
Based on the report of an investigation 
conducted by St. Luke’s Hospital (SLH) 
in Chesterfield, MO, and additional 
analysis conducted by the Office of 
Research Integrity (ORI) during its 
oversight review, the U.S. Public Health 
Service (PHS) found that J. Keith 
Hampton, MSN, APRN, former Clinical 
Research Associate, SLH, engaged in 
scientific misconduct in research 
supported by National Cancer Institute 
(NCI), National Institutes of Health 
(NIH), awards U10 CA69651, U10 
CA12027, and U10 CA33601. 

PHS found that Mr. Hampton engaged 
in scientific misconduct by falsifying 
and fabricating data that were reported 
to the National Surgical Adjuvant Breast 
& Bowel Project (NSABP) and Cancer 
and Leukemia Group B (CALGB) 
cooperative research groups. 

Specifically, PHS found that: 
1. For protocol CALGB 90206, 

Respondent: 
(a) Falsified a patient’s CT scan 

reports and registration forms and 
reported the falsified CT scan reports 
and registration worksheet to CALGB, 

(b) Falsified a patient’s performance 
status records (giving 80% performance 
status) and registration forms and 
reported the falsified performance status 
report and registration form to CALGB. 

2. For protocol NSABP B–35, 
Respondent: 

(a) Falsified eligibility data related to 
hematology and chemistry assays and to 
the performance of a pelvic exam on one 
patient’s registration form and reported 
the falsified registration forms to the 
National Cancer Institute Cancer Trial 
Support Unit (CTSU), 

(b) Falsified pelvic exam eligibility on 
a second patient’s registration form and 

reported the falsified registration form 
to the CTSU, 

(c) Falsified hematology and 
chemistry assay eligibility on a third 
patient’s registration form and reported 
the falsified registration form to the 
CTSU. 

3. For protocol NSABP B–36, 
Respondent falsified a patient’s 
multigated acquisition test (MUGA—a 
test of heart function) records, cardiac 
function, and registration forms, 
certified the patient’s eligibility, and 
reported the falsified MUGA test, 
cardiac function, and registration forms 
to the CTSU. 

4. For protocol NSABP B–38, 
Respondent falsified hematology, 
chemistry, and MUGA eligibility for a 
patient on the registration form and 
reported the falsified registration form 
to the CTSU. 

5. For protocol NSABP C–08, 
Respondent: 

(a) Falsified urine protein/creatinine 
ratio eligibility for one patient on the 
registration form and reported the 
falsified registration form to the CTSU, 

(b) Falsified urine protein/creatinine 
ratio eligibility for a second patient on 
the registration form and reported the 
falsified registration form to the CTSU, 

(c) Falsified claims of the urine 
protein/creatinine ratio and PT(INR) 
eligibility for a third patient on the 
registration form and reported the 
falsified registration form to the CTSU. 

6. For protocol NSABP R–04, 
Respondent falsified a patient’s 
colonoscopy report and eligibility at 
registration and reported the falsified 
colonoscopy report and registration 
form to the CTSU. 

Mr. Hampton has entered into a 
Voluntary Exclusion Agreement 
(Agreement) in which he has voluntarily 
agreed for a period of three (3) years, 
beginning on June 17, 2008: 

(1) To exclude himself from any 
contracting or subcontracting with any 
agency of the United States Government 
and from eligibility or involvement in 
nonprocurement programs of the United 
States Government referred to as 
‘‘covered transactions’’ pursuant to 
HHS’ Implementation (2 CFR part 376 et 
seq.) of OMB Guidelines to Agencies on 
Governmentwide Debarment and 
Suspension (2 CFR part 180); and 

(2) To exclude himself from serving in 
any advisory capacity to PHS, including 
but not limited to service on any PHS 
advisory committee, board, and/or peer 
review committee, or as a consultant or 
contractor to PHS. 
FOR FURTHER INFORMATION CONTACT: 
Director, Division of Investigative 
Oversight, Office of Research Integrity, 
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1101 Wootton Parkway, Suite 750, 
Rockville, MD 20852, (240) 453–8800. 

Chris B. Pascal, 
Director, Office of Research Integrity. 
[FR Doc. E8–16357 Filed 7–17–08; 8:45 am] 
BILLING CODE 4150–31–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

Board of Scientific Counselors for the 
National Center for Public Health 
Informatics 

In accordance with section 10(a)(2) of 
the Federal Advisory Committee Act 
(Pub. L. 92–463), the Centers for Disease 
Control and Prevention (CDC) 
announces the following committee 
meeting: 

Name: Board of Scientific Counselors for 
the National Center for Public Health 
Informatics. 

Time and Date: 5 p.m.–9 p.m., August 27, 
2008. 

Place: The Westin Peachtree Plaza, 210 
Peachtree Street, Atlanta, Georgia 30303. 

Status: Open to the public, limited only by 
the space available. 

Purpose: The committee shall advise the 
Secretary, HHS, and the Director, CDC, 
concerning strategies and goals for the 
programs and research within the national 
centers; shall conduct peer-review of 
scientific programs; and monitor the overall 
strategic direction and focus of the national 
centers. The board, after conducting its 
periodic reviews, shall submit a written 
description of the results of the review and 
its recommendations to the Director, CDC. 
The board shall perform second-level peer 
review of applications for grants-in-aid for 
research and research training activities, 
cooperative agreements, and research 
contract proposals relating to the broad areas 
within the national centers. 

Matters To Be Discussed: The agenda will 
include an overview of the National Center 
for Public Health Informatics (NCPHI), 
including its mission, scope and goals. 
Detailed discussions will take place on the 
following issues: BioSense Strategic 
Planning, Open Source Models, and 
Organizational Issues for NCPHI. 

Agenda items are subject to change as 
priorities dictate. 

FOR FURTHER INFORMATION CONTACT: 
Thomas G. Savel, M.D., Designated Federal 
Official, National Center for Public Health 
Informatics, CDC, 1600 Clifton Road, NE., MS 
E78, Atlanta, Georgia 30333. Telephone 404/ 
498–2475. 

The Director, Management Analysis and 
Services office has been delegated the 
authority to sign Federal Register notices 
pertaining to announcements of meetings and 
other committee management activities for 
both the Centers for Disease Control and 
Prevention and the Agency for Toxic 
Substances and Disease Registry. 

Dated: July 8, 2008. 
Diane Allen, 
Acting Director, Management Analysis and 
Services Office, Centers for Disease Control 
and Prevention. 
[FR Doc. E8–16449 Filed 7–17–08; 8:45 am] 
BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

Safety and Occupational Health Study 
Section: Notice of Charter Renewal 

This gives notice under the Federal 
Advisory Committee Act (Pub. L. 92– 
463) of October 6, 1972, that the Safety 
and Occupational Health Study Section, 
Centers for Disease Control and 
Prevention, Department of Health and 
Human Services, has been renewed for 
a 2-year period through June 30, 2010. 

For More Information Contact: Price 
Connor, PhD, Executive Secretary, 
Safety and Occupational Health Study 
Section, Department of Health and 
Human Services, 1600 Clifton Road, 
NE., Mailstop E74, Atlanta, Georgia 
30333, telephone 404/498–2511 or fax 
404/498–2571. 

The Director, Management Analysis 
and Services Office, has been delegated 
the authority to sign Federal Register 
notices pertaining to announcements of 
meetings and other committee 
management activities, for both the 

Centers for Disease Control and 
Prevention and the Agency for Toxic 
Substances and Disease Registry. 

Dated: July 14, 2008. 
Diane Allen, 
Acting Director, Management Analysis and 
Services Office, Centers for Disease Control 
and Prevention. 
[FR Doc. E8–16450 Filed 7–17–08; 8:45 am] 
BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

Proposed Information Collection 
Activity; Comment Request 

Proposed Projects 

Title: Voluntary Surveys of Program 
Partners to Implement Executive Order 
12862. 

OMB No.: 0980–0266. 
Description: Under the provisions of 

the Federal Paperwork Reduction Act of 
1995 (Pub. L. 104–13), the 
Administration for Children and 
Families (ACF) is requesting clearance 
for instruments to implement Executive 
Order 12862 within ACF. The purpose 
of the data collection is to obtain 
customer satisfaction information from 
those entities who are funded to be our 
partners in the delivery of services to 
the American public. ACF partners are 
those entities that receive funding to 
deliver services or assistance from ACF 
programs. Examples of partners are state 
and local governments, territories, 
service providers, Indian Tribes and 
Tribal organizations, grantees, 
researchers, or other intermediaries 
serving target populations identified by 
and funded directly or indirectly by 
ACF. The surveys will obtain 
information about how well ACF is 
meeting the needs of our partners in 
operating the ACF programs. 

Respondents: State, Local, & Tribal 
Govt. or not-for-profit Organizations 

ANNUAL BURDEN ESTIMATES 

Instrument Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden hours 
per response 

Total burden 
hours 

State Governments, Territories and District of Columbia ................................ 54 10 1 540 
Head Start Grantees and Delegates ............................................................... 200 1 0.50 100 
Other Discretionary Grant Programs ............................................................... 200 10 0.50 1,000 
Indian Tribes and Tribal Organizations ........................................................... 25 10 0.50 125 

Estimated Total Annual Burden 
Hours: 1,765. 

In compliance with the requirements 
of Section 506(c)(2)(A) of the Paperwork 

Reduction Act of 1995, the 
Administration for Children and 
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Families is soliciting public comment 
on the specific aspects of the 
information collection described above. 
Copies of the proposed collection of 
information can be obtained and 
comments may be forwarded by writing 
to the Administration for Children and 
Families, Office of Administration, 
Office of Information Services, 370 
L’Enfant Promenade, SW., Washington, 
DC 20447, Attn: ACF Reports Clearance 
Officer. E-mail address: 
infocollection@acf.hhs.gov. All requests 
should be identified by the title of the 
information collection. 

The Department specifically requests 
comments on: (a) Whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
the quality, utility, and clarity of the 
information to be collected; and (d) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
other forms of information technology. 
Consideration will be given to 
comments and suggestions submitted 
within 60 days of this publication. 

Dated: July 9, 2008. 

Janean Chambers, 
Reports Clearance Officer. 
[FR Doc. E8–15897 Filed 7–17–08; 8:45 am] 

BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

Submission for OMB Review; 
Comment Request 

Title: Mentoring Children of Prisoners 
Service Delivery Demonstration Project 
Data Collection (MCP) Program. 

OMB No.: New Collection. 
Description: The Promoting Safe and 

Stable Families Amendments, as 
reauthorized (2006), amended Title IV– 
B of the Social Security Act (42 U.S.C. 
629–629e) providing funding for a 
service delivery demonstration project 
for the Mentoring Children of Prisoners 
(MCP) program. The grantee shall 
identify children of prisoners not being 
served by the grant program, provide 
families of identified children with a 
voucher for mentoring services and a 
list of quality mentoring programs, and 
monitor the delivery of mentoring 
services provided. The Family and 
Youth Services Bureau (FYSB) of the 
Administration for Children and 
Families, United States Department of 
Health and Human Services, 
administers the Mentoring Children of 
Prisoners (MCP) program. The MCP 
program provides children of prisoners 
with caring adult mentors, supporting 
one-to-one mentoring relationships. 
Research in other populations has 
shown that such relationships can lead 
to reductions in risk behaviors and 
improvements in academic, behavioral 
and psychological outcomes in children 
and youth. Although the MCP program 
was developed based on research 
documenting the efficacy of mentoring 
as a general intervention strategy, it is 
not yet known whether or not this 

particular intervention yields positive 
outcomes for the children of prisoners 
population. Little is known about how 
mentoring relationships work for these 
youth, and how effective mentoring 
relationships for children of prisoners 
differ from effective mentoring 
relationships for other youth. In 
addition, little is known about children 
of prisoners in general and thus a survey 
of MCP program youth has the potential 
to provide important data about this 
relatively unstudied population. 

The evaluation and data collection 
proposed in this notice are to fulfill the 
statutory requirement under Section 8, 
subsection h(1) of the Child and Family 
Services Improvement Act of 2006, as 
amended, that the Secretary of the 
Department of Health and Human 
Services evaluate outcomes of the MCP 
service delivery demonstration project 
and report to Congress on the findings. 
The information collected will also be 
used for accountability monitoring, 
management improvement, and 
research. Data collection will ensure 
that the grantee knows that mentoring 
relationships are meeting the 
established milestones and that 
mentoring activities are faithful to 
characteristics established by research 
as essential to success. Data collected 
will allow the Administration for 
Children and Families to compare the 
MCP service delivery demonstration 
project with the MCP grant program. 
Data collected will also support the 
grantee as it carries out ongoing 
responsibilities and manages 
information for internal uses. 

Respondents: Public, faith-based and 
community organizations applying to 
and implementing the MCP service 
delivery demonstration project. 

ANNUAL BURDEN ESTIMATES 

Instrument Number of 
respondents 

Number of 
responses per 

respondent 

Average burden 
hours per 
response 

Total burden 
hours 

Program Application ...................................................................................... 325 1 2 650 
MentorPRO Basic Mentoring Practices and Relationship Data .................... 250 120 0 .50 15,000 
Child Application ............................................................................................ 4,200 1 0 .50 2,100 
Baseline Youth Survey .................................................................................. 3,000 1 0 .50 1,500 
Follow-Up Youth Survey ................................................................................ 2,000 1 0 .50 1,000 
Relationship Quality Survey .......................................................................... 2,250 1 0 .50 1,125 
Program Survey ............................................................................................. 250 1 0 .50 125 
Mentor Survey ............................................................................................... 2,000 1 0 .50 1,000 
Payment Information ...................................................................................... 1 52 2 104 

Estimated Total Annual Burden 
Hours: 22,604. 

Additional Information: Copies of the 
proposed collection may be obtained by 
writing to the Administration for 
Children and Families, Office of 

Administration, Office of Information 
Services, 370 L’Enfant Promenade, SW., 
Washington, DC 20447, Attn: ACF 
Reports Clearance Officer. All requests 
should be identified by the title of the 

information collection. E-mail address: 
infocollection@acf.hhs.gov. 

OMB Comment: OMB is required to 
make a decision concerning the 
collection of information between 30 
and 60 days after publication of this 
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document in the Federal Register. 
Therefore, a comment is best assured of 
having its full effect if OMB receives it 
within 30 days of publication. Written 
comments and recommendations for the 
proposed information collection should 
be sent directly to the following: Office 
of Management and Budget, Paperwork 
Reduction Project, Fax: 202–395–6974, 
Attn: Desk Officer for the 
Administration for Children and 
Families. 

Dated: July 9, 2008. 
Janean Chambers, 
Reports Clearance Officer. 
[FR Doc. E8–15898 Filed 7–17–08; 8:45 am] 
BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2008–N–0397] 

Agency Information Collection 
Activities; Proposed Collection; 
Comment Request; State Enforcement 
Notifications 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act of 1995 (the 
PRA), Federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension of an existing collection of 
information, and to allow 60 days for 
public comment in response to the 
notice. This notice solicits comments on 

reporting requirements contained in 
existing FDA regulations governing 
State enforcement notifications. 

DATES: Submit written or electronic 
comments on the collection of 
information by September 16, 2008. 

ADDRESSES: Submit electronic 
comments on the collection of 
information to http:// 
www.regulations.gov. Submit written 
comments on the collection of 
information to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. All 
comments should be identified with the 
docket number found in brackets in the 
heading of this document. 

FOR FURTHER INFORMATION CONTACT: 
Jonna Capezzuto, Office of the Chief 
Information Officer (HFA–250), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301–796– 
3794. 

SUPPLEMENTARY INFORMATION: Under the 
PRA (44 U.S.C. 3501–3520), Federal 
agencies must obtain approval from the 
Office of Management and Budget 
(OMB) for each collection of 
information they conduct or sponsor. 
‘‘Collection of information’’ is defined 
in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA (44 
U.S.C. 3506(c)(2)(A)) requires Federal 
agencies to provide a 60-day notice in 
the Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, 
before submitting the collection to OMB 
for approval. To comply with this 
requirement, FDA is publishing notice 

of the proposed collection of 
information set forth in this document. 

With respect to the following 
collection of information, FDA invites 
comments on these topics: (1) Whether 
the proposed collection of information 
is necessary for the proper performance 
of FDA’s functions, including whether 
the information will have practical 
utility; (2) the accuracy of FDA’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques, 
when appropriate, and other forms of 
information technology. 

State Enforcement Notifications—21 
CFR 100.2(d) (OMB Control Number 
0910–0275)—Extension 

Section 310(b) of the Federal Food, 
Drug, and Cosmetic Act (the act) (21 
U.S.C. 337(b)) authorizes States to 
enforce certain sections of the act in 
their own names, but provides that 
States must notify FDA before doing so. 
Section 100.2(d) (21 CFR 100.2 (d)) sets 
forth the information that a State must 
provide to FDA in a letter of notification 
when it intends to take enforcement 
action under the act against a particular 
food located in the State. The 
information required under § 100.2(d) 
will enable FDA to identify the food 
against which the State intends to take 
action and advise the State whether 
Federal action has been taken against it. 
With certain narrow exceptions, Federal 
enforcement action precludes State 
action under the act. 

FDA estimates the burden of this 
collection of information as follows: 

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1 

21 CFR Section No. of 
Respondents 

Annual Frequency 
per Response 

Total Annual 
Responses 

Hours per 
Response Total Hours 

100.2(d) 1 1 1 10 10 

1There are no capital costs or operating and maintenance costs associated with this collection of information. 

The estimated reporting burden for 
§ 100.2(d) is minimal because 
enforcement notifications are seldom 
used by States. During the last 3 years, 
FDA has not received any new 
enforcement notifications; therefore, the 
agency estimates that one or fewer 
notifications will be submitted 
annually. Although FDA has not 
received any new enforcement 

notifications in the last 3 years, it 
believes these information collection 
provisions should be extended to 
provide for the potential future need of 
a State government to submit 
enforcement notifications informing 
FDA when it intends to take 
enforcement action under the act against 
a particular food located in the State. 

Please note that on January 15, 2008, 
the FDA Division of Dockets 

Management Web site transitioned to 
the Federal Dockets Management 
System (FDMS). FDMS is a 
Government-wide, electronic docket 
management system. Electronic 
comments or submissions will be 
accepted by FDA only through FDMS at 
http://www.regulations.gov. 
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Dated: July 14, 2008. 
Jeffrey Shuren, 
Associate Commissioner for Policy and 
Planning. 
[FR Doc. E8–16447 Filed 7–17–08; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2008–D–0265] 

Compliance Policy Guide Sec. 540.575 
Fish—Fresh and Frozen—Adulteration 
Involving Decomposition (CPG 
7108.05); Withdrawal 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
withdrawal of Compliance Policy Guide 
Sec. 540.575 Fish—Fresh and Frozen— 
Adulteration Involving Decomposition 
(CPG 7108.05) (CPG Sec. 540.575). This 
action is being taken because the 
guidance in CPG Sec. 540.575 relating to 
decomposition in fresh and frozen fish 
is not current. 
DATES: The withdrawal is effective July 
18, 2008. 
ADDRESSES: Submit written requests for 
single copies of CPG Sec. 540.575 to the 
Division of Compliance Policy (HFC– 
230), Office of Enforcement, Office of 
Regulatory Affairs, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. Send two self- 
addressed adhesive labels to assist that 
office in processing your request, or fax 
your request to 240–632–6861. 

A copy of CPG Sec. 540.575 may be 
seen in the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, 
Room 1061, Rockville, MD 20852 
between 9 a.m. and 4 p.m., Monday 
through Friday. 
FOR FURTHER INFORMATION CONTACT: 
Robert D. Samuels, Center for Food 
Safety and Applied Nutrition (HFS– 
325), Food and Drug Administration, 
5100 Paint Branch Pkwy, College Park, 
MD 20740–3835, 301–436–2300. 
SUPPLEMENTARY INFORMATION: FDA is 
withdrawing CPG Sec. 540.575 because 
the CPG does not provide FDA staff 
with current agency regulatory action 
guidance relating to decomposition in 
fresh and frozen fish. 

FDA has developed a draft CPG Sec. 
540.370 Fish and Fishery Products— 
Decomposition (draft CPG Sec. 540.370) 
to provide guidance for FDA staff 

relating to decomposition in fresh and 
frozen fish as well as other fishery 
products. Draft CPG Sec. 540.370, when 
final, will provide FDA staff with 
current regulatory action guidance. Draft 
CPG Sec. 540.370 is available for 
comment, as indicated in the notice 
published elsewhere in this issue of the 
Federal Register. 

Dated: June 30, 2008. 
Margaret O’K. Glavin, 
Associate Commissioner for Regulatory 
Affairs. 
[FR Doc. E8–16456 Filed 7–17–08; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2008–D–0264] 

Draft Compliance Policy Guide Sec. 
540.370 Fish and Fishery Products — 
Decomposition; Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of draft Compliance Policy 
Guide Sec. 540.370 Fish and Fishery 
Products — Decomposition (the draft 
CPG). The draft CPG, when final, will 
provide FDA staff with current 
regulatory action guidance relating to 
decomposition in fish and fishery 
products. 
DATES: Although you can comment on 
any CPG at any time (see 21 CFR 
10.115(g)(5)), to ensure that the agency 
considers your comment on the draft 
CPG before it begins work on the final 
version of the CPG, submit written or 
electronic comments on the draft CPG 
by September 16, 2008. 
ADDRESSES: Submit written requests for 
single copies of the draft CPG to the 
Division of Compliance Policy (HFC– 
230), Office of Enforcement, Office of 
Regulatory Affairs, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. Send two self- 
addressed adhesive labels to assist that 
office in processing your request, or fax 
your request to 240–632–6861. Submit 
written comments on the draft CPG to 
the Division of Dockets Management 
(HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http// 
www.regulations.gov. See the 
SUPPLEMENTARY INFORMATION section for 
electronic access to the draft CPG. 

FOR FURTHER INFORMATION CONTACT: 
Robert D. Samuels, Center for Food 
Safety and Applied Nutrition (HFS– 
325), Food and Drug Administration, 
5100 Paint Branch Pkwy., College Park, 
MD 20740–3835, 301–436–2300. 
SUPPLEMENTARY INFORMATION: 

I. Background 
The draft CPG is intended to provide 

guidance to FDA staff for taking 
enforcement actions when fish and 
fishery products are adulterated under 
section 402(a)(3) of the Federal Food, 
Drug, and Cosmetic Act (21 USC. 
342(a)(3)), in that they consist in whole 
or in part of a decomposed substance. 
The draft CPG provides regulatory 
action guidance relating to FDA’s direct 
reference enforcement policy on 
decomposition in fish and fishery 
products. The draft describes a two- 
class, pass/fail evaluating approach for 
detecting the presence of decomposition 
by sensory or chemical analysis. 

The draft CPG, when final, will 
replace the following withdrawn and 
revoked CPGs relating to decomposition 
in fish and shrimp: 

1. CPG Sec. 540.575 — Fish - Fresh 
and Frozen — Adulteration Involving 
Decomposition (CPG 7108.05). See the 
notice of withdrawal published 
elsewhere in this issue of the Federal 
Register. 

2. CPG Sec. 560.650 Canned and 
Cooked/Frozen Shrimp — Adulterated 
by Decomposition (CPG 7119.13), 
revoked on July 5, 1995 (60 FR 35038). 

3. CPG Sec. 540.400 Shrimp - Fresh or 
Frozen, Raw, Headless, Peeled or 
Breaded - Adulteration Involving 
Decomposition (CPG 7108.11), revoked 
December 24, 1996 (61 FR 67837). 

The draft CPG applies a more 
consistent sampling and sample 
evaluation process to a broader 
spectrum of fishery products. Some of 
the revoked CPGs provided regulatory 
action guidance criteria that were based 
on a three-class organoleptic evaluation 
methodology for which gradations of 
decomposition had to be distinguished 
and more advanced decomposed 
portions were weighted more heavily 
than other decomposed portions in 
formulating a regulatory position. FDA 
expects that the two-class, pass/fail 
organoleptic methodology is easier to 
implement and provides more 
consistency in results. 

The draft CPG is being issued as Level 
1 draft guidance consistent with FDA’s 
good guidance practices regulation (21 
CFR 10.115). The draft CPG, when 
finalized, will represent FDA’s current 
thinking regarding enforcement criteria 
relating to the adulteration of fish and 
fishery products due to the presence of 

VerDate Aug<31>2005 15:36 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00050 Fmt 4703 Sfmt 4703 E:\FR\FM\18JYN1.SGM 18JYN1dw
as

hi
ng

to
n3

 o
n 

P
R

O
D

P
C

61
 w

ith
 N

O
T

IC
E

S
3



41362 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Notices 

decomposition. It does not create or 
confer any rights for or on any person 
and does not operate to bind FDA or the 
public. An alternative approach may be 
used if such approach satisfies the 
requirements of the applicable statutes 
and regulations. 

II. Comments 
Interested persons may submit to the 

Division of Dockets Management (see 
ADDRESSES) written or electronic 
comments regarding this document. 
Submit a single copy of electronic 
comments or two paper copies of any 
mailed comments, except that 
individuals may submit one paper copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. 

Please note that on January 15, 2008, 
the FDA Division of Dockets 
Management Web site transitioned to 
the Federal Dockets Management 
System (FDMS). FDMS is a 
Government-wide, electronic docket 
management system. Electronic 
comments or submissions will be 
accepted by FDA only through FDMS at 
http://www.regulations.gov. 

III. Electronic Access 
Persons with access to the Internet 

may obtain the draft CPG from FDA’s 
Office of Regulatory Affairs home page. 
It may be accessed at http:// 
www.fda.gov/ora under ‘‘Compliance 
Reference.’’ 

Dated: June 30, 2008. 
Margaret O’K. Glavin, 
Associate Commissioner for Regulatory 
Affairs. 
[FR Doc. E8–16453 Filed 7–17–08; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2008–N–0038] 

Animal Models for the Treatment of 
Acute Radiation Syndrome; Public 
Workshop 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of public workshop. 

The Food and Drug Administration 
(FDA), Center for Biologics Evaluation 
and Research and Center for Drug 
Evaluation and Research, and the 
National Institutes of Health, National 
Institute of Allergy and Infectious 

Diseases, are announcing a public 
workshop entitled ‘‘Animal Models for 
the Treatment of Acute Radiation 
Syndrome (ARS).’’ The purpose of the 
public workshop is to discuss issues 
that should be considered when 
developing animal models to assist in 
developing and demonstrating the 
efficacy of products intended for 
treatment of ARS. 

Date and Time: The public workshop 
will be held on September 17, 2008, 
from 8:30 a.m. to 5:30 p.m., and on 
September 18, 2008, from 8:30 a.m. to 
1 p.m. 

Location: The public workshop will 
be held at the Hilton Hotel, Washington 
DC North/Gaithersburg, 620 Perry 
Pkwy., Gaithersburg, MD 20877. 

Contact Person: Bernadette Kawaley, 
Center for Biologics Evaluation and 
Research (HFM–43), Food and Drug 
Administration, 1401 Rockville Pike, 
suite 200N, Rockville, MD 20852–1448, 
301–827–2000, FAX: 301–827–3079; e- 
mail: CBERTraining@fda.hhs.gov 
(Subject line: Animal Models for ARS 
Workshop). 

Registration: Mail, fax, or e-mail your 
registration information (including 
name, title, firm name, address, 
telephone and fax numbers) to the 
contact person by August 25, 2008. 
There is no registration fee for the 
public workshop. Early registration is 
recommended because seating is 
limited. Registration on the day of the 
public workshop will be provided on a 
space available basis beginning at 8 a.m. 
If you need special accommodations 
due to a disability, please contact 
Bernadette Kawaley (see Contact 
Person) at least 7 days in advance. 
SUPPLEMENTARY INFORMATION: There are 
no approved medical products with an 
indication for treatment of ARS. The 
public workshop will provide the 
opportunity to explore current research 
involving animal models for the 
development of treatments for ARS, and 
to determine what areas need further 
research. There will be feature 
presentations by experts from 
government, academia, and medicine. 
The first day of the workshop will 
include presentations on the effects of 
radiation and the management of 
patients with ARS, and a discussion of 
the application of the animal rule to 
therapies for ARS. Both days of the 
workshop will examine the challenges 
faced when using animal models to 
mimic radiation exposure scenarios and 
will include panel discussions that will 
focus on various animal models and 
their application to the different 
syndromes of ARS. 

Please note that on January 15, 2008, 
the FDA Division of Dockets 

Management Web site transitioned to 
the Federal Dockets Management 
System (FDMS). FDMS is a 
Government-wide, electronic docket 
management system. Electronic 
comments or submissions will be 
accepted by FDA only through FDMS at 
http://www.regulations.gov. 

Dated: July 11, 2008. 
Jeffrey Shuren, 
Associate Commissioner for Policy and 
Planning. 
[FR Doc. E8–16461 Filed 7–17–08; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2008–N–0038] 

Rapid Methods for Detecting 
Mycoplasma Contamination in the 
Manufacture of Vaccines, Including 
Pandemic Influenza Vaccines, and 
Other Biological Products; Public 
Workshop 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of public workshop. 

The Food and Drug Administration 
(FDA) is announcing a public workshop 
entitled ‘‘Rapid Methods for Detecting 
Mycoplasma Contamination in the 
Manufacture of Vaccines, Including 
Pandemic Influenza Vaccines, and 
Other Biological Products.’’ The 
purpose of the public workshop is to 
provide a forum on recent scientific and 
technical achievements in the 
development of rapid methods for 
mycoplasma testing during the 
manufacture of vaccines and other 
biological products. Such discussion 
may help to assess how these methods 
compare with currently used methods. 
Expedited manufacture may be of 
particular importance to public health 
during an influenza pandemic. 

Date and Time: The public workshop 
will be held on September 22, 2008, 
from 8:30 a.m. to 5 p.m., and September 
23, 2008, from 8:30 a.m. to 12 noon. 

Location: The public workshop will 
be held at the Hilton Washington DC 
North/Gaithersburg, 620 Perry Pkwy., 
Gaithersburg, MD 20877. 

Contact Person: Bernadette Kawaley, 
Center for Biologics Evaluation and 
Research (HFM–43), Food and Drug 
Administration, 1401 Rockville Pike, 
Rockville, MD 20852–1448, 301–827– 
2000, FAX: 301–827–3079, e-mail: 
CBERTraining@fda.hhs.gov (Subject 
line: Mycoplasma Workshop). 
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1 FDA published a correction to the final rule in 
the Federal Register of October 24, 1997 (62 FR 
55331). The correction was to correct a RIN number 
that appeared in the September 23, 1997, final rule. 

Registration: Mail, fax, or e-mail your 
registration information (including 
name, title, firm name, address, 
telephone and fax numbers) to the 
contact person by August 22, 2008. 
There is no registration fee for the 
public workshop. Early registration is 
recommended because seating is 
limited. There will be no onsite 
registration. 

If you need special accommodations 
due to a disability, please contact 
Bernadette Kawaley (see Contact 
Person) at least 7 days in advance. 

Submit written abstracts to the 
contact person by August 15, 2008 (see 
section II of this document for 
additional information). 
SUPPLEMENTARY INFORMATION: 

I. Background 
FDA will explore the use of 

alternative methods for detecting 
mycoplasma contamination in the 
manufacture of vaccines, including 
pandemic influenza vaccines, and other 
biological products. Alternative 
methods that allow detection of 
mycoplasma in a shorter period, as 
compared to the current methods, could 
expedite the manufacture of vaccines 
and other biological products. The 
workshop is aimed at: (1) Identifying 
promising rapid method(s) for further 
validation to demonstrate equivalency 
or superiority to methods currently used 
for mycoplasma testing during the 
manufacture of vaccines and other 
biological products and (2) providing 
information that may lead to 
collaborative studies with FDA on 
testing for mycoplasma. The program 
agenda will be available at http:// 
www.fda.gov/cber/scireg.htm, by 
September 5, 2008. 

II. Submission of the Abstracts 
For purposes of discussion at the 

workshop, FDA is requesting 
submission of abstracts that describe 
current developments in rapid methods 
for detection of mycoplasma 
contamination during manufacture of 
vaccines and other biological products. 
FDA will select a limited number of 
abstracts for formal presentation at the 
workshop by the abstract authors. If 
time permits, FDA may allow additional 
presentations from interested persons 
attending the meeting who did not 
submit an abstract. FDA will notify 
authors of abstracts accepted for 
presentation at the workshop by August 
25, 2008. 

Abstracts should be a maximum of 
350 words, printed (typewritten or 
computer) and double-spaced. The title 
should be brief and capitalized. The 
authors name(s), contact information, 

and agency, institution, or facility 
involved should be listed. The author 
who intends to present the abstract 
should submit a current curriculum 
vitae with the abstract. 

Dated: July 11, 2008. 
Jeffrey Shuren, 
Associate Commissioner for Policy and 
Planning. 
[FR Doc. E8–16459 Filed 7–17–08; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–1995–N–0400 (formerly 
Docket No. 1995N–0245), FDA–1995–N–0029 
(formerly Docket No. 1995N–0282), FDA– 
1995–N–0224 (formerly Docket No. 1995N– 
0347)] 

Small Entity Compliance Guide: Food 
Labeling; Nutrient Content Claims: 
Definition for ‘‘High Potency’’ and 
Definition of ‘‘Antioxidant’’ for Use in 
Nutrient Content Claims for Dietary 
Supplements and Conventional Foods; 
Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a small entity compliance 
guide (SECG) for a final rule published 
in the Federal Register of September 23, 
1997, entitled ‘‘Food Labeling; Nutrient 
Content Claims; Definition for ‘‘High 
Potency’’ and Definition of 
‘‘Antioxidant’’ for Use in Nutrient 
Content Claims for Dietary Supplements 
and Conventional Foods.’’ This SECG is 
intended to set forth in plain language 
the requirements of the regulation and 
to help small businesses understand the 
regulation. 
DATES: Submit written or electronic 
comments on the SECG at any time. 
ADDRESSES: Submit written comments 
on the SECG to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments on the SECG to 
http://www.regulations.gov. Submit 
written requests for single copies of the 
SECG to the Division of Dietary 
Supplement Programs, Office of 
Nutrition, Labeling, and Dietary 
Supplements (HFS–810), Center for 
Food Safety and Applied Nutrition, 
Food and Drug Administration, 5100 
Paint Branch Pkwy., College Park, MD 
20740, or fax your request to 301–436– 
2639. Send one self-addressed adhesive 

label to assist that office in processing 
your request. See the SUPPLEMENTARY 
INFORMATION section for electronic 
access to the SECG. 
FOR FURTHER INFORMATION CONTACT: 
Robert J. Moore, Center for Food Safety 
and Applied Nutrition (HFS–810), Food 
and Drug Administration, 5100 Paint 
Branch Pkwy., College Park, MD 20740, 
301–436–2375. 
SUPPLEMENTARY INFORMATION: 

I. Background 
In the Federal Register of September 

23, 1997 (62 FR 49868), FDA issued a 
final rule amending its regulations to: 
Define the term ‘‘high potency’’ as a 
nutrient content claim; define nutrient 
content claims using the term 
‘‘antioxidant’’ (e.g., ‘‘good source of 
antioxidants,’’ ‘‘high in antioxidants,’’ 
‘‘more antioxidants’’) and to correct an 
omission pertaining to the use of ‘‘sugar 
free’’ claims on dietary supplements. 
This final rule became effective March 
23, 1999.1 

FDA examined the economic 
implementation of the final rule as 
required by the Regulatory Flexibility 
Act (5 U.S.C. 601–602) and determined 
that the final rule might have a 
significant economic impact on a 
substantial number of small entities. In 
compliance with section 212 of the 
Small Business Regulatory Enforcement 
Fairness Act (Public Law 104–121), FDA 
is making available this SECG stating in 
plain language the requirements of the 
regulation. 

FDA is issuing this SECG as level 2 
guidance consistent with FDA’s good 
guidance practices regulation (21 CFR 
10.115(c)(2)). The SECG represents the 
agency’s current thinking on this 
subject. It does not create or confer any 
rights for or on any person and does not 
operate to bind FDA or the public. An 
alternative approach may be used if 
such approach satisfies the 
requirements of the applicable statutes 
and regulations. 

II. Comments 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) written or electronic 
comments regarding this SECG. Submit 
a single copy of electronic comments or 
two paper copies of any mailed 
comments, except that individuals may 
submit one paper copy. Comments are 
to be identified with the docket number 
found in brackets in the heading of this 
document. The SECG and received 
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comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. 

Please note that on January 15, 2008, 
the FDA Division of Dockets 
Management Web site transitioned to 
the Federal Dockets Management 
System (FDMS). FDMS is a 
Government-wide, electronic docket 
management system. Electronic 
comments or submissions will be 
accepted by FDA only through FDMS at 
http://www.regulations.gov. 

III. Electronic Access 

Persons with access to the Internet 
may obtain the document at http:// 
www.cfsan.fda.gov/guidance.html. 

Dated: July 10, 2008. 
Jeffrey Shuren, 
Associate Commissioner for Policy and 
Planning. 
[FR Doc. E8–16448 Filed 7–17–08; 8:45 am] 
BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Office of Refugee Resettlement 

Noncompetitive Urgent Single Source 
Unaccompanied Alien Children Trauma 
Initiative 

AGENCY: Division of Unaccompanied 
Children’s Services, Office of Refugee 
Resettlement, DHHS. 
ACTION: Notice to Award a 
Noncompetitive Urgent Single Source 
Unaccompanied Alien Children Trauma 
Initiative. 

CFDA#: 93.676. 
Legislative Authority: Section 462 of 

the Homeland Security Act of 2002 (6 
U.S.C. 279), which, in March 2003, 
transferred responsibility for the 
Unaccompanied Alien Children’s 
Program from the Commissioner of the 
former Immigration and Naturalization 
Service (INS) to the Director of Office of 
Refugee Resettlement (ORR) within the 
Department of Health and Human 
Services (HHS). 

Amount of Award: $1,826,037.00. 
Project Period: July 15, 2008–January 

15, 2011. 
Summary: Notice is hereby given that 

the Office of Refugee Resettlement’s 
Division of Unaccompanied Children’s 
Services (ORR/DUCS) will award a 
noncompetitive urgent single-source 
award to the Latin American Health 
Institute (LHI) to provide urgent care for 
unaccompanied alien children (UAC) in 
response to an unsolicited application. 

ORR/DUCS-funded facilities currently 
have very limited capacity to help UAC 

cope with potentially devastating 
consequences of trauma. Such limited 
trauma-informed services within the 
ORR/DUCS network of care puts UAC 
and the ORR/DUCS program at 
tremendous risk. 

A great number of UAC have been 
subjected to severe trauma, including 
sexual abuse and sexual assault in their 
home countries or on their journey to 
the U.S.; gang violence; domestic 
violence; traumatic loss of a parent; and 
physical abuse and neglect. In addition, 
UAC experience the increased 
probability of ongoing trauma as a result 
of their uncertain legal status and return 
to difficult life circumstances. ORR/ 
DUCS-funded facilities currently have 
very limited specifically targeted 
capacity to help UAC cope with the 
potentially devastating consequences of 
trauma. 

Trauma affects children in very 
complex ways, including behavioral 
problems and potential involvement 
with the juvenile justice system; 
suicidal ideation and attempts; serious 
depression; and lasting delays in 
reaching emotional, cognitive, and 
interpersonal developmental 
milestones. ORR/DUCS-funded care 
providers are in a unique position to 
assist and intervene in these cases in 
order to minimize the harmful effects of 
past and possible ongoing trauma. 

The lack of expertise in addressing 
trauma leaves the ORR/DUCS-funded 
care provider facilities staff particularly 
vulnerable to the occupational hazards 
of working with traumatized children, 
such as vicarious trauma, boundary 
violations with children, job burnout, 
and high staff turnover. 

The youth workers in the ORR/DUCS- 
funded facilities do not have specific 
knowledge of childhood trauma and 
more importantly, they lack effective 
responses such that they are left ill- 
prepared to handle the complex needs 
of the UAC in their care. Without this 
type of expertise, staff in the facilities 
may in certain situations indirectly or 
unknowingly foster an environment that 
perpetuates trauma for the children. 
Trauma training will prepare care 
provider facility staff to better help UAC 
and to convey accurate information to 
their sponsors, thus creating safer 
outcomes for the youth and the 
communities where they are released. 
The LHI Unaccompanied Alien 
Children Trauma Initiative will provide 
specialized training in delivery of 
trauma-informed services, and 
identification of ways that promote 
mastery and resilience in trauma 
victims, based on proven expertise in 
child trauma and immigrant and refugee 
experience. 

FOR FURTHER INFORMATION CONTACT: 
Maureen Dunn, Director, Division of 
Unaccompanied Children’s Services, 
Office of Refugee Resettlement, 900 D 
Street, SW., Washington, DC 20047. 
e-mail: Maureen.Dunn@acf.hhs.gov and 
phone: 202–401–5523. 

Dated: July 7, 2008. 
David H. Siegel, 
Acting Director, Office of Refugee 
Resettlement. 
[FR Doc. E8–16573 Filed 7–17–08; 8:45 am] 
BILLING CODE 4184–01–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

[USCG–2008–0178] 

Collection of Information Under 
Review by Office of Management and 
Budget: OMB Control Numbers: 1625– 
0032, 1625–0037, 1625–0041 and 1625– 
0042 

AGENCY: Coast Guard, DHS. 
ACTION: Thirty-day notice requesting 
comments. 

SUMMARY: In compliance with the 
Paperwork Reduction Act of 1995, this 
request for comments announces that 
the U.S. Coast Guard is forwarding four 
Information Collection Requests (ICRs), 
abstracted below, to the Office of 
Information and Regulatory Affairs 
(OIRA) of the Office of Management and 
Budget (OMB) requesting an extension 
of their approval for the following 
collections of information: (1) 1625– 
0032, Vessel Inspection Related Forms 
and Reporting Requirements Under 
Title 46 U.S. Code; (2) 1625–0037, 
Certificates of Compliance, Boiler/ 
Pressure Vessel Repairs, Cargo Gear 
Records, and Shipping Papers; (3) 1625– 
0041, Various International Agreement 
Pollution Prevention Certificates and 
Documents, and Equivalency 
Certificates; and (4) 1625–0042, 
Requirements for Lightering of Oil and 
Hazardous Material Cargoes. Our ICRs 
describe the information we seek to 
collect from the public. Review and 
comments by OIRA ensure we only 
impose paperwork burdens 
commensurate with our performance of 
duties. 
DATES: Please submit comments on or 
before August 18, 2008. 
ADDRESSES: You may submit comments 
identified by Coast Guard docket 
number [USCG–2008–0178] to the 
Docket Management Facility (DMF) at 
the U.S. Department of Transportation 
(DOT) or to OIRA. To avoid duplication, 
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please submit your comments by only 
one of the following means: 

(1) Electronic submission. (a) To Coast 
Guard docket at http:// 
www.regulation.gov. (b) To OIRA by e- 
mail to: oira_submission@omb.eop.gov. 

(2) Mail or Hand delivery. (a) DMF 
(M–30), DOT, West Building Ground 
Floor, Room W12–140, 1200 New Jersey 
Avenue, SE., Washington, DC 20590– 
0001. Hand deliver between the hours of 
9 a.m. and 5 p.m., Monday through 
Friday, except Federal holidays. The 
telephone number is 202–366–9329. (b) 
To OIRA, 725 17th Street, NW., 
Washington, DC 20503, to the attention 
of the Desk Officer for the Coast Guard. 

(3) Fax. (a) To DMF, 202–493–2251. 
(b) To OIRA at 202–395–6566. To 
ensure your comments are received in 
time, mark the fax to the attention of the 
Desk Officer for the Coast Guard. 

The DMF maintains the public docket 
for this notice. Comments and material 
received from the public, as well as 
documents mentioned in this notice as 
being available in the docket, will 
become part of this docket and will be 
available for inspection or copying at 
room W12–140 on the West Building 
Ground Floor, 1200 New Jersey Avenue, 
SE., Washington, DC, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. You may also 
find this docket on the Internet at http:// 
www.regulations.gov. 

Copies of the complete ICRs are 
available through this docket on the 
Internet at http://www.regulations.gov. 
Additionally, copies are available from 
Commandant (CG–611), U.S. Coast 
Guard Headquarters, (Attn: Mr. Arthur 
Requina), 2100 2nd Street, SW., 
Washington, DC 20593–0001. The 
telephone number is 202–475–3523. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Arthur Requina, Office of Information 
Management, telephone 202–475–3523 
or fax 202–475–3929, for questions on 
these documents. Contact Ms. Renee V. 
Wright, Program Manager, Docket 
Operations, 202–366–9826, for 
questions on the docket. 
SUPPLEMENTARY INFORMATION: The Coast 
Guard invites comments on whether 
this information collection request 
should be granted based on it being 
necessary for the proper performance of 
Departmental functions. In particular, 
the Coast Guard would appreciate 
comments addressing: (1) The practical 
utility of the collections; (2) the 
accuracy of the estimated burden of the 
collections; (3) ways to enhance the 
quality, utility, and clarity of 
information subject to the collections; 
and (4) ways to minimize the burden of 
collections on respondents, including 

the use of automated collection 
techniques or other forms of information 
technology. 

Comments to Coast Guard or OIRA 
must contain the OMB Control Number 
of the ICR. Comments to Coast Guard 
must contain the docket number of this 
request, [USCG 2007–0178]. For your 
comments to OIRA to be considered, it 
is best if they are received on or before 
August 18, 2008. 

Public participation and request for 
comments: We encourage you to 
respond to this request by submitting 
comments and related materials. We 
will post all comments received, 
without change, to http:// 
www.regulations.gov. They will include 
any personal information you provide. 
We have an agreement with DOT to use 
their DMF. Please see the paragraph on 
DOT’s ‘‘Privacy Act Policy’’ below. 

Submitting comments: If you submit a 
comment, please include the docket 
number [USCG–2008–0178], indicate 
the specific section of the document to 
which each comment applies, providing 
a reason for each comment. We 
recommend you include your name, 
mailing address, an e-mail address, or 
other contact information in the body of 
your document so that we can contact 
you if we have questions regarding your 
submission. You may submit comments 
and material by electronic means, mail, 
fax, or delivery to the DMF at the 
address under ADDRESSES; but please 
submit them by only one means. If you 
submit them by mail or delivery, submit 
them in an unbound format, no larger 
than 81⁄2 by 11 inches, suitable for 
copying and electronic filing. If you 
submit them by mail and would like to 
know that they reached the Facility, 
please enclose a stamped, self-addressed 
postcard or envelope. We will consider 
all comments and material received 
during the comment period. We may 
change the documents supporting this 
collection of information or even the 
underlying requirements in view of 
them. The Coast Guard and OIRA will 
consider all comments and material 
received during the comment period. 

Viewing comments and documents: 
Go to http://www.regulations.gov to 
view documents mentioned in this 
notice as being available in the docket. 
Enter the docket number [USCG–2008– 
0178] in the Search box, and click, 
‘‘Go>>.’’ You may also visit the DMF in 
room W12–140 on the West Building 
Ground Floor, 1200 New Jersey Avenue 
SE., Washington, DC, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. 

Privacy Act: Anyone can search the 
electronic form of all comments 

received in dockets by the name of the 
individual submitting the comment (or 
signing the comment, if submitted on 
behalf of an association, business, labor 
union, etc.). You may review the 
Privacy Act Statement of DOT in the 
Federal Register published on April 11, 
2000 (65 FR 19477), or by visiting 
http://DocketsInfo.dot.gov. 

Previous Request for Comments 

This request provides a 30-day 
comment period required by OIRA. The 
Coast Guard has published the 60-day 
notice (73 FR 19082, April 8, 2008) 
required by 44 U.S.C. 3506(c)(2). That 
notice elicited no comments. 

Information Collection Request 

1. Title: Vessel Inspection Related 
Forms and Reporting Requirements 
Under Title 46 U.S. Code. 

OMB Control Number: 1625–0032. 
Type of Request: Extension of 

currently approved collection. 
Affected Public: Owners, operators, 

agents, and masters of vessels. 
Abstract: The Coast Guard’s 

Commercial Vessel Safety Program 
regulations are found in 46 CFR, 
including parts 2, 26, 31, 71, 91, 107, 
115, 126, 169, 176, and 189; as 
authorized in 46 U.S.C. A number of 
reporting and recordkeeping 
requirements are contained therein. 
This collection of information requires 
owners, operators, agents, or masters of 
certain inspected vessels to obtain and/ 
or post various forms as part of the 
Coast Guard’s Commercial Vessel Safety 
Program. 

Burden Estimate: The estimated 
burden has increased from 1,471 hours 
to 1,686 hours a year. 

2. Title: Certificates of Compliance, 
Boiler/Pressure Vessel Repairs, Cargo 
Gear Records, and Shipping Papers. 

OMB Control Number: 1625–0037. 
Type of Request: Extension of a 

currently approved collection. 
Affected Public: Owners and 

operators of vessels. 
Abstract: Sections 3301, 3305, 3306, 

3702, 3703, 3711, and 3714 of 46 U.S.C. 
authorize the Coast Guard to establish 
marine safety regulations to protect life, 
property, and the environment. These 
regulations are prescribed in 46 CFR. 
This information is solely needed to 
enable the Coast Guard to fulfill its 
responsibilities for maritime safety 
under Title 46 of the U.S. Code. The 
affected public includes some owners or 
operators of large merchant vessels and 
all foreign-flag tankers calling at U.S. 
ports. 

Burden Estimate: The estimated 
burden has increased from 13,577 hours 
to 17,274 hours a year. In the 60-day 
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notice, the estimated burden was 
erroneously reported as 17,297 hours. 
The supporting materials in the docket 
also had this error, and those materials 
have been revised. 

3. Title: Various International 
Agreement Pollution Prevention 
Certificates and Documents, and 
Equivalency Certificates. 

OMB Control Number: 1625–0041. 
Type of Request: Extension of 

currently approved collection. 
Affected Public: Owners and 

operators of vessels. 
Abstract: Required by the adoption of 

the International Convention for the 
Prevention of Pollution from Ships 
(MARPOL 73/78), these certificates and 
documents are evidence of compliance 
with this convention for U.S. vessels on 
international voyages. Without the 
proper certificates or documents, a U.S. 
vessel could be detained in a foreign 
port. 

Burden Estimate: The estimated 
burden has decreased from 6,874 hours 
to 2,067 hours a year. In the supporting 
materials posted to the docket with the 
60-day notice, the existing hour burden 
was erroneously reported as 6,780 
hours. The supporting materials in the 
docket have been revised. 

4. Title: Requirements for Lightering 
of Oil and Hazardous Material Cargoes. 

OMB Control Number: 1625–0042. 
Type of Request: Extension of 

currently approved collection. 
Affected Public: Owners and 

operators of vessels. 
Abstract: Section 3703 of 46 U.S.C. 

authorizes the Coast Guard to establish 
lightering regulations. Sections 156.200 
to 156.330 of 33 CFR prescribe the 
regulations, including pre-arrival notice, 
reporting of incidents, and operating 
conditions. The information for this 
report allows the Coast Guard to provide 
timely response to an emergency and 
minimize the environmental damage 
from an oil or hazardous material spill. 
Further, it also allows the Coast Guard 
to control the location and procedures 
for lightering activities. 

Burden Estimate: The estimated 
burden has decreased from 324 hours to 
215 hours a year. 

Authority: The Paperwork Reduction Act 
of 1995; 44 U.S.C. Chapter 35, as amended. 

Dated: July 9, 2008. 
D. T. Glenn, 
Rear Admiral, U. S. Coast Guard, Assistant 
Commandant for Command, Control, 
Communications, Computers and 
Information Technology. 
[FR Doc. E8–16393 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–15–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

[USCG–2008–0204] 

Collection of Information Under 
Review by Office of Management and 
Budget: OMB Control Numbers: 1625– 
0015 

AGENCY: Coast Guard, DHS. 
ACTION: Thirty-day notice requesting 
comments. 

SUMMARY: In compliance with the 
Paperwork Reduction Act of 1995, this 
request for comments announces that 
the U.S. Coast Guard is forwarding an 
Information Collection Request (ICR), 
abstracted below, to the Office of 
Information and Regulatory Affairs 
(OIRA), Office of Management and 
Budget (OMB) requesting an extension 
of their approval for the following 
collection of information: 1625–0015, 
Bridge Permit Application Guide 
(BPAG). Our ICR describes the 
information we seek to collect from the 
public. Review and comments by OIRA 
ensure we only impose paperwork 
burdens commensurate with our 
performance of duties. 
DATES: Please submit comments on or 
before August 18, 2008. 
ADDRESSES: You may submit comments 
identified by Coast Guard docket 
number [USCG–2008–0204] to the 
Docket Management Facility (DMF) at 
the U.S. Department of Transportation 
(DOT) or to OIRA. To avoid duplication, 
please submit your comments by only 
one of the following means: 

(1) Electronic submission. 
(a) To Coast Guard docket at http:// 

www.regulation.gov. 
(b) To OIRA by e-mail to: 

oira_submission@omb.eop.gov. 
(2) Mail or Hand delivery. 
(a) DMF (M–30), DOT, West Building 

Ground Floor, Room W12–140, 1200 
New Jersey Avenue, SE., Washington, 
DC 20590–0001. Hand deliver between 
the hours of 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 
The telephone number is 202–366– 
9329. 

(b) To OIRA, 725 17th Street, NW., 
Washington, DC 20503, to the attention 
of the Desk Officer for the Coast Guard. 

(3) Fax. (a) To DMF, 202–493–2251. 
(b) To OIRA at 202–395–6566. To 
ensure your comments are received in 
time, mark the fax to the attention of the 
Desk Officer for the Coast Guard. 

The DMF maintains the public docket 
for this notice. Comments and material 
received from the public, as well as 

documents mentioned in this notice as 
being available in the docket, will 
become part of this docket and will be 
available for inspection or copying at 
room W12–140 on the West Building 
Ground Floor, 1200 New Jersey Avenue, 
SE., Washington, DC, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. You may also 
find this docket on the Internet at 
http://www.regulations.gov. 

A copy of the complete ICR is 
available through this docket on the 
Internet at http: //www.regulations.gov. 
Additionally, copies are available from 
Commandant (CG–611), U.S. Coast 
Guard Headquarters, (Attn: Mr. Arthur 
Requina), 2100 2nd Street, SW., 
Washington, DC 20593–0001. The 
telephone number is 202–475–3523. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Arthur Requina, Office of Information 
Management, telephone 202–475–3523 
or fax 202–475–3929, for questions on 
these documents. Contact Ms. Renee V. 
Wright, Program Manager, Docket 
Operations, 202–366–9826, for 
questions on the docket. 
SUPPLEMENTARY INFORMATION: 

The Coast Guard invites comments on 
whether this information collection 
request should be granted based on it 
being necessary for the proper 
performance of Departmental functions. 
In particular, the Coast Guard would 
appreciate comments addressing: (1) 
The practical utility of the collections; 
(2) the accuracy of the estimated burden 
of the collections; (3) ways to enhance 
the quality, utility, and clarity of 
information subject to the collections; 
and (4) ways to minimize the burden of 
collections on respondents, including 
the use of automated collection 
techniques or other forms of information 
technology. 

Comments to Coast Guard or OIRA 
must contain the OMB Control Number 
of the ICR. Comments to Coast Guard 
must contain the docket number of this 
request, [USCG 2008–0204]. For your 
comments to OIRA to be considered, it 
is best if they are received on or before 
the August 18, 2008. 

Public participation and request for 
comments: We encourage you to 
respond to this request by submitting 
comments and related materials. We 
will post all comments received, 
without change, to http:// 
www.regulations.gov. They will include 
any personal information you provide. 
We have an agreement with DOT to use 
their DMF. Please see the paragraph on 
DOT’s ‘‘Privacy Act Policy’’ below. 

Submitting comments: If you submit a 
comment, please include the docket 
number [USCG–2008–0204], indicate 
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the specific section of the document to 
which each comment applies, providing 
a reason for each comment. We 
recommend you include your name, 
mailing address, an e-mail address, or 
other contact information in the body of 
your document so that we can contact 
you if we have questions regarding your 
submission. You may submit comments 
and material by electronic means, mail, 
fax, or delivery to the DMF at the 
address under ADDRESSES; but please 
submit them by only one means. If you 
submit them by mail or delivery, submit 
them in an unbound format, no larger 
than 81⁄2 by 11 inches, suitable for 
copying and electronic filing. If you 
submit them by mail and would like to 
know that they reached the Facility, 
please enclose a stamped, self-addressed 
postcard or envelope. We will consider 
all comments and material received 
during the comment period. We may 
change the documents supporting this 
collection of information or even the 
underlying requirements in view of 
them. The Coast Guard and OIRA will 
consider all comments and material 
received during the comment period. 

Viewing comments and documents: 
Go to http://www.regulations.gov to 
view documents mentioned in this 
notice as being available in the docket. 
Enter the docket number [USCG–2008– 
0204] in the Search box, and click, 
‘‘Go>>.’’ You may also visit the DMF in 
room W12–140 on the West Building 
Ground Floor, 1200 New Jersey Avenue, 
SE., Washington, DC, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. 

Privacy Act: Anyone can search the 
electronic form of all comments 
received in dockets by the name of the 
individual submitting the comment (or 
signing the comment, if submitted on 
behalf of an association, business, labor 
union, etc.). You may review the 
Privacy Act Statement of DOT in the 
Federal Register published on April 11, 
2000 (65 FR 19477), or by visiting 
http://DocketsInfo.dot.gov. 

Previous Request for Comments. 

This request provides a 30-day 
comment period required by OIRA. The 
Coast Guard has published the 60-day 
notice (73 FR 19084, April 8, 2008) 
required by44 U.S.C. 3506(c)(2). That 
notice elicited no comments. 

Information Collection Request. 

1. Title: Bridge Permit Application 
Guide (BPAG). 

OMB Control Number: 1625–0015. 
Type of Request: Extension of 

currently approved collection. 

Affected Public: The public and 
private owners of bridges over navigable 
waters of the United States. 

Abstract: The collection of 
information is a request for a bridge 
permit request. The application is 
submitted to the Coast Guard for 
approval of any proposed bridge project. 
A letter of application must be 
submitted along with letter-size 
drawings (plans) and maps showing the 
proposed project and its location. 
Sections 401, 491, and 525 of 33 U.S.C. 
authorize the Coast Guard to approve 
plans and locations for all bridges and 
causeways that go over navigable waters 
of the United States. Bridge permit 
application regulations are contained in 
33 CFR 115.50. 

Burden Estimate: The estimated 
burden has increased from 2,240 to 
3,315 hours a year. 

Authority: The Paperwork Reduction Act 
of 1995; 44 U.S.C. Chapter 35, as amended. 

Dated: July 9, 2008. 
D.T. Glenn, 
Rear Admiral, U.S. Coast Guard, Assistant 
Commandant for Command, Control, 
Communications, Computers and 
Information Technology. 
[FR Doc. E8–16420 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–15–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Transportation Security Administration 

Intent To Request Approval From OMB 
of One New Public Collection of 
Information: On-Boarding Information 
for New Hire Candidates 

AGENCY: Transportation Security 
Administration, DHS. 
ACTION: Notice. 

SUMMARY: The Transportation Security 
Administration (TSA) invites public 
comment on a new Information 
Collection Request (ICR) abstracted 
below that we will submit to the Office 
of Management and Budget (OMB) for 
approval in compliance with the 
Paperwork Reduction Act. The ICR 
describes the nature of the information 
collection and its expected burden. The 
collection involves collecting personal 
information from new hire candidates 
for their entrance on duty (EOD) as part 
of the hiring process using an electronic 
interface known as EODonline. 
DATES: Send your comments by 
September 16, 2008. 
ADDRESSES: Comments may be mailed 
or delivered to Joanna Johnson, 
Communications Branch, Business 
Management Office, Operational Process 

and Technology, TSA–32, 
Transportation Security Administration, 
601 South 12th Street, Arlington, VA 
22202–4220. 
FOR FURTHER INFORMATION CONTACT: 
Joanna Johnson at the above address, or 
by telephone (571) 227–3651 or 
facsimile (571) 227–3588. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 

In accordance with the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501 
et seq.), an agency may not conduct or 
sponsor, and a person is not required to 
respond to, a collection of information 
unless it displays a valid OMB control 
number. The ICR documentation is 
available at www.reginfo.gov. Therefore, 
in preparation for OMB review and 
approval of the following information 
collection, TSA is soliciting comments 
to— 

(1) Evaluate whether the proposed 
information requirement is necessary for 
the proper performance of the functions 
of the agency, including whether the 
information will have practical utility; 

(2) Evaluate the accuracy of the 
agency’s estimate of the burden; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including using 
appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology. 

Information Collection Requirement 

Purpose of Data Collection 

Each new hire joining the 
Transportation Security Administration 
(TSA) must complete the required EOD 
forms as part of the hiring process. In an 
effort to expedite, streamline and add 
efficiency to the EOD process, TSA has 
transformed the paper-based process 
into an electronic one by implementing 
a system known as EODonline. 

Applicants who have accepted a 
position with TSA are able to log into 
EODonline where they answer questions 
designed to gather the necessary data to 
generate the standard EOD forms. The 
standard EOD forms are either standard 
government forms or TSA specific forms 
that are required in order to be 
employed with TSA (e.g., Employment 
Eligibility Verification form, 
Appointment Affidavit, Declaration for 
Federal Employment, as well as forms 
that allow the candidates to choose 
benefits, provide military/prior federal 
service history declarations, and 
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provide information that is necessary for 
TSA’s payroll processing.) 

Individuals enter their information 
into EODonline one time and the system 
populates the required EOD forms. 
Previously, the same information was 
provided by the individual multiple 
times during their manual completion of 
the paper EOD forms. The time required 
to complete the EODonline process is 
significantly less than the time needed 
to complete the paper EOD forms. 

As stated above, the information being 
collected is required in order to employ 
individuals in the Federal government 
and to provide them with the benefits 
that are afforded Government 
employees. Information collected 
includes the new hire candidate’s Social 
Security Number, Date of Birth, Home 
Address, financial institution 
information, as well as other personal 
information. Collecting this information 
through EODonline substantially 
reduces the time new candidates 
dedicate to this process because they are 
only required to enter the information 
once and then the system populates all 
forms on which the information is 
required. 

Description of Data Collection 
Applicants who accept employment 

offers with TSA enter their information 
electronically one time during the hiring 
process using the EODonline system. 
Information collected includes the new 
hire candidate’s Social Security 
Number, Date of Birth, Home Address, 
financial institution information, as well 
as other personal information. Once all 
necessary information is collected, the 
candidate can view and/or print the 
forms in final version. Forms that do not 
require an original ink signature are 
signed electronically by the candidates. 
Forms requiring an original signature in 
ink are printed out by TSA personnel 
who conduct new employee orientation 
sessions. The hard copy forms are 
provided to the employees at orientation 
to review and sign. 

The annual respondent burden hours 
are estimated to be 10,400, based on an 
estimated one hour required per 
respondent to provide the required 
information and 10,400 annual 
respondents. This reduces the time to 
complete EOD paperwork by 50%. 

Respondents to this proposed 
information requirement are TSA (non- 
executive) job applicants who have 
accepted an offer of employment with 
TSA. 

Use of Results 
The time saved by utilizing 

EODonline allows employees to 
complete the EOD process more 

expeditiously and accurately and thus 
begin to perform their TSA duties as 
soon as possible. TSA will use the 
results of EODonline usage to measure 
efficiencies (i.e., cost savings, 
operational efficiencies, accuracy of 
data) gained through implementation of 
the automated system—both on the part 
of new hire candidates (as applicable) 
and the agency. 

Issued in Arlington, Virginia, on June 14, 
2008. 
Kriste Jordan, 
Program Manger, Business Improvements and 
Communications, Office of Information 
Technology. 
[FR Doc. E8–16543 Filed 7–17–08; 8:45 am] 
BILLING CODE 9110–05–P 

DEPARTMENT OF HOMELAND 
SECURITY 

U.S. Customs and Border Protection 

[Docket No. USCBP–2008–0074] 

Notice of Meeting of The Departmental 
Advisory Committee on Commercial 
Operations of Customs and Border 
Protection and Related Homeland 
Security Functions (COAC) 

AGENCY: U.S. Customs and Border 
Protection, Department of Homeland 
Security (DHS). 
ACTION: Notice of Federal Advisory 
Committee meeting. 

SUMMARY: The Departmental Advisory 
Committee on Commercial Operations 
of U.S. Customs and Border Protection 
and Related Homeland Security 
Functions (popularly known as 
‘‘COAC’’) will meet on August 7, 2008 
in Seattle, Washington. The meeting 
will be open to the public. 
DATES: COAC will meet Thursday, 
August 7th from 8 a.m. to 12 p.m. Please 
note that the meeting may close early if 
the committee has completed its 
business. If you plan to attend, please 
contact Ms. Wanda Tate on or before 
Friday, August 1, 2008. 
ADDRESSES: The meeting will be held at 
the Museum of Flight, 9404 East 
Marginal Way South, Skyline Room, 
Seattle, Washington 98108–4097. 

Written material and comments 
should reach the contact person listed 
below by July 30, 2008. Requests to have 
a copy of your material distributed to 
each member of the committee prior to 
the meeting should reach the contact 
person at the address below by July 30, 
2008. Comments must be identified by 
Docket No. USCBP–2008–0074 and may 
be submitted by one of the following 
methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• E-mail: traderelations@dhs.gov. 
Include the docket number in the 
subject line of the message. 

• Fax: 202–344–2064. 
• Mail: Ms. Wanda Tate, Office of 

International Affairs and Trade 
Relations, U.S. Customs and Border 
Protection, Department of Homeland 
Security, Room 8.5C, Washington, DC 
20229. 

Instructions: All submissions received 
must include the words ‘‘Department of 
Homeland Security’’ and the docket 
number for this action. Comments 
received will be posted without 
alteration at www.regulations.gov, 
including any personal information 
provided. 

Docket: For access to the docket to 
read background documents or 
comments received by the COAC, go to 
http://www.regulations.gov. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Wanda Tate, Office of International 
Affairs and Trade Relations, U.S. 
Customs and Border Protection, 
Department of Homeland Security, 1300 
Pennsylvania Ave., NW., Room 8.5C, 
Washington, DC 20229; 
traderelations@dhs.gov; telephone 202– 
344–1440; facsimile 202–344–2064. 
SUPPLEMENTARY INFORMATION: Pursuant 
to the Federal Advisory Committee Act 
(5 U.S.C., app.), DHS hereby announces 
a meeting of the Departmental Advisory 
Committee on Commercial Operations 
of U.S. Customs and Border Protection 
and Related Homeland Security 
Functions (COAC). COAC is tasked with 
providing advice to the Secretary of 
Homeland Security, the Secretary of the 
Treasury, and the Commissioner of U.S. 
Customs and Border Protection (CBP) on 
matters pertaining to the commercial 
operations of CBP and related functions 
within DHS or the Department of the 
Treasury. 

The seventh meeting of the tenth term 
of COAC will be held at the date, time 
and location specified above. A 
tentative agenda for the meeting is set 
forth below. 

Tentative Agenda 
1. World Customs Organization & 

Mutual Recognition Status. 
2. C–TPAT Programs (Customs–Trade 

Partnership Against Terrorism). 
3. ITDS (International Trade Data 

Systems Status). 
4. Import Safety Initiatives. 
5. Advance Trade Data (‘‘10+2’’). 
6. Secure Freight Initiative. 
7. Agriculture Program Update. 
8. Trade Facilitation and Compliance 

Issues. 
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9. Intellectual Property Rights 
Enforcement Status. 

10. Customs Bond Subcommittee. 

Procedural 
This meeting is open to the public. 

Please note that the meeting may close 
early if all business is finished. 

Participation in COAC deliberations is 
limited to committee members, 
Department of Homeland Security 
officials, and persons invited to attend 
the meeting for special presentations. 

All visitors to the Museum of Flight 
must check-in with CBP officials at the 
registration desk outside the Skyline 
Room. Since seating is limited, all 
persons attending this meeting should 
provide notice, preferably by close of 
business Friday, August 1, 2008, to Ms. 
Wanda Tate, Office of Trade Relations, 
U.S. Customs and Border Protection, 
Department of Homeland Security, 
Washington, DC 20229, telephone 202– 
344–1440; facsimile 202–344–2064. 

Information on Services for Individuals 
With Disabilities 

For information on facilities or 
services for individuals with disabilities 
or to request special assistance at the 
meeting, contact Ms. Wanda Tate as 
soon as possible. 

Dated: July 14, 2008. 
Michael C. Mullen, 
Assistant Commissioner, Office of 
International Affairs and Trade Relations, 
U.S. Customs and Border Protection. 
[FR Doc. E8–16538 Filed 7–17–08; 8:45 am] 
BILLING CODE 9111–14–P 

DEPARTMENT OF HOMELAND 
SECURITY 

U.S. Immigration and Customs 
Enforcement 

Agency Information Collection 
Activities: Extension of an Existing 
Information Collection; Comment 
Request 

ACTION: 60-Day Notice of Information 
Collection Under Review; File No. 
OMB–6, Emergency Federal Law 
Enforcement Assistance; OMB Control 
No. 1653–0019. 

The Department of Homeland 
Security, U.S. Immigration and Customs 
Enforcement (USICE), has submitted the 
following information collection request 
for review and clearance in accordance 
with the Paperwork Reduction Act of 
1995. The information collection is 
published to obtain comments from the 
public and affected agencies. Comments 
are encouraged and will be accepted for 
sixty days until September 16, 2008. 

Written comments and suggestions 
regarding items contained in this notice, 
and especially with regard to the 
estimated public burden and associated 
response time should be directed to the 
Department of Homeland Security 
(DHS), Lee Shirkey, Chief, Records 
Management Branch, Bureau of 
Immigration and Customs Enforcement, 
425 I Street, NW., Room 1122, 
Washington, DC 20536; (202) 514–3211. 

Comments are encouraged and will be 
accepted for sixty days until September 
16, 2008. Written comments and 
suggestions from the public and affected 
agencies concerning the proposed 
collection of information should address 
one or more of the following four points: 

(1) Evaluate whether the collection of 
information is necessary for the proper 
performance of the functions of the 
agency, including whether the 
information will have practical utility; 

(2) Evaluate the accuracy of the 
agencies estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

(3) Enhance the quality, utility, and 
clarity of the information to be 
collected; 

(4) Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., permitting electronic submission of 
responses. 

Overview of This Information 
Collection 

(1) Type of Information Collection: 
Extension of currently approved 
information collection. 

(2) Title of the Form/Collection: 
Emergency Federal Law Enforcement 
Assistance. 

(3) Agency form number, if any, and 
the applicable component of the 
Department of Homeland Security 
sponsoring the collection: No Agency 
Form Number; (File No. OMB–6) United 
States Immigration and Customs 
Enforcement. 

(4) Affected public who will be asked 
or required to respond, as well as a brief 
abstract: Primary: State, Local or Tribal 
Government. Section 404(b) of the 
Immigration and Naturalization Act 
provides for the reimbursement to States 
and localities for assistance provided in 
meeting an immigration emergency. 

(5) An estimate of the total number of 
respondents and the amount of time 
estimated for an average respondent to 
respond: 10 responses at 30 minutes (.5) 
per response. 

(6) An estimate of the total public 
burden (in hours) associated with the 
collection: 300 annual burden hours. 

Comments and/or questions; requests 
for a copy of the proposed information 
collection instrument, with instructions; 
or inquiries for additional information 
should be directed to: Lee Shirkey, 
Chief, Records Management Branch, 
Bureau of Immigration and Customs 
Enforcement, 425 I Street, NW., Room 
1122, Washington, DC 20536; (202) 616– 
2266. 

Dated: July 15, 2008. 
Lee Shirkey, 
Chief, Records Management Branch, Bureau 
of Immigration and Customs Enforcement, 
Department of Homeland Security. 
[FR Doc. E8–16474 Filed 7–17–08; 8:45 am] 
BILLING CODE 9111–28–P 

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

[Docket No. FR–5186–N–29] 

Federal Property Suitable as Facilities 
To Assist the Homeless 

AGENCY: Office of the Assistant 
Secretary for Community Planning and 
Development, HUD. 
ACTION: Notice. 

SUMMARY: This Notice identifies 
unutilized, underutilized, excess, and 
surplus Federal property reviewed by 
HUD for suitability for possible use to 
assist the homeless. 
FOR FURTHER INFORMATION CONTACT: 
Kathy Ezzell, Department of Housing 
and Urban Development, 451 Seventh 
Street SW., Room 7266, Washington, DC 
20410; telephone (202) 708–1234; TTY 
number for the hearing- and speech- 
impaired (202) 708–2565 (these 
telephone numbers are not toll-free), or 
call the toll-free Title V information line 
at 800–927–7588. 
SUPPLEMENTARY INFORMATION: In 
accordance with 24 CFR part 581 and 
section 501 of the Stewart B. McKinney 
Homeless Assistance Act (42 U.S.C. 
11411), as amended, HUD is publishing 
this Notice to identify Federal buildings 
and other real property that HUD has 
reviewed for suitability for use to assist 
the homeless. The properties were 
reviewed using information provided to 
HUD by Federal landholding agencies 
regarding unutilized and underutilized 
buildings and real property controlled 
by such agencies or by GSA regarding 
its inventory of excess or surplus 
Federal property. This Notice is also 
published in order to comply with the 
December 12, 1988 Court Order in 
National Coalition for the Homeless v. 
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Veterans Administration, No. 88–2503– 
OG (D.D.C.). 

Properties reviewed are listed in this 
Notice according to the following 
categories: Suitable/available, suitable/ 
unavailable, suitable/to be excess, and 
unsuitable. The properties listed in the 
three suitable categories have been 
reviewed by the landholding agencies, 
and each agency has transmitted to 
HUD: (1) Its intention to make the 
property available for use to assist the 
homeless, (2) its intention to declare the 
property excess to the agency’s needs, or 
(3) a statement of the reasons that the 
property cannot be declared excess or 
made available for use as facilities to 
assist the homeless. 

Properties listed as suitable/available 
will be available exclusively for 
homeless use for a period of 60 days 
from the date of this Notice. Where 
property is described as for ‘‘off-site use 
only’’ recipients of the property will be 
required to relocate the building to their 
own site at their own expense. 
Homeless assistance providers 
interested in any such property should 
send a written expression of interest to 
HHS, addressed to Theresa Rita, 
Division of Property Management, 
Program Support Center, HHS, room 
5B–17, 5600 Fishers Lane, Rockville, 
MD 20857; (301) 443–2265. (This is not 
a toll-free number.) HHS will mail to the 
interested provider an application 
packet, which will include instructions 
for completing the application. In order 
to maximize the opportunity to utilize a 
suitable property, providers should 
submit their written expressions of 
interest as soon as possible. For 
complete details concerning the 
processing of applications, the reader is 
encouraged to refer to the interim rule 
governing this program, 24 CFR part 
581. 

For properties listed as suitable/to be 
excess, that property may, if 
subsequently accepted as excess by 
GSA, be made available for use by the 
homeless in accordance with applicable 
law, subject to screening for other 
Federal use. At the appropriate time, 
HUD will publish the property in a 
Notice showing it as either suitable/ 
available or suitable/unavailable. 

For properties listed as suitable/ 
unavailable, the landholding agency has 
decided that the property cannot be 
declared excess or made available for 
use to assist the homeless, and the 
property will not be available. 

Properties listed as unsuitable will 
not be made available for any other 
purpose for 20 days from the date of this 
Notice. Homeless assistance providers 
interested in a review by HUD of the 
determination of unsuitability should 

call the toll free information line at 1– 
800–927–7588 for detailed instructions 
or write a letter to Mark Johnston at the 
address listed at the beginning of this 
Notice. Included in the request for 
review should be the property address 
(including zip code), the date of 
publication in the Federal Register, the 
landholding agency, and the property 
number. 

For more information regarding 
particular properties identified in this 
Notice (i.e., acreage, floor plan, existing 
sanitary facilities, exact street address), 
providers should contact the 
appropriate landholding agencies at the 
following addresses: ARMY: Ms. 
Veronica Rines, Headquarters, 
Department of the Army, Office of the 
Assistant Chief of Staff for Installation 
Management, 2511 Jefferson Davis Hwy, 
Arlington, VA 22202; (703) 601–2545; 
COAST GUARD: Commandant (G–SEC), 
USCG, Attn: Melissa Evans, 1900 Half 
St., SW., CG–431, Washington, DC 
20593; (202) 475–5628; GSA: Mr. John 
Smith, Deputy Assistant Commissioner, 
General Services Administration, Office 
of Property Disposal, 18th & F Streets, 
NW., Washington, DC 20405; (202) 501– 
0084; NAVY: Mrs. Mary Arndt, Acting 
Director, Department of the Navy, Real 
Estate Services, Naval Facilities 
Engineering Command, Washington 
Navy Yard, 1322 Patterson Ave., SE., 
Suite 1000, Washington, DC 20374– 
5065; (202) 685–9305; (These are not 
toll-free numbers). 

Dated: July 10, 2008. 
Mark R. Johnston, 
Deputy Assistant Secretary for Special Needs. 

Title V, Federal Surplus Property Program 
Federal Register Report for 07/18/2008 

Suitable/Available Properties 

Building 

New York 

Caywood Pt. Mess Hall 
Maint. Bldg. 
State Rt 114 
Lodi NY 
Landholding Agency: GSA 
Property Number: 54200830001 
Status: Surplus 
GSA Number: 1–A–NY–0946–1A 
Comments: 6000 sq. ft. mess hall, 1536 sq. ft. 

maint bldg, off-site use only 

Land 

Texas 

FAA Outer Marker 13 
Southlake TX 76092 
Landholding Agency: GSA 
Property Number: 54200830002 
Status: Surplus 
GSA Number: 7–U–TX–1096 
Comments: 0.569 acre, radar facility 
FAA Outer Marker 36L 

Grand Prairie TX 75050 
Landholding Agency: GSA 
Property Number: 54200830003 
Status: Surplus 
GSA Number: 7–U–TX–1101 
Comments: 0.401 acre, radar facility 

Unsuitable Properties 

Building 

California 

Bldgs. 60180, 60139 
San Clemente Island 
Naval Base 
Coronado CA 
Landholding Agency: Navy 
Property Number: 77200830001 
Status: Excess 
Reasons: Secured Area 
Bldg. 148 
Naval Amphibious Base 
Coronado CA 
Landholding Agency: Navy 
Property Number: 77200830002 
Status: Excess 
Reasons: Secured Area 
Bldgs. 13, 87, 124, 243 
Naval Air Station 
North Island CA 
Landholding Agency: Navy 
Property Number: 77200830003 
Status: Excess 
Reasons: Secured Area 

Unsuitable Properties 

Building 

California 

5 Bldgs. 
Naval Air Station 
307, 311, 314, 341, 381 
North Island CA 
Landholding Agency: Navy 
Property Number: 77200830004 
Status: Excess 
Reasons: Secured Area 
Bldgs. 493 
Naval Air Station 
North Island CA 
Landholding Agency: Navy 
Property Number: 77200830005 
Status: Excess 
Reasons: Secured Area 
Bldgs. 636, 663, 682 
Naval Air Station 
North Island CA 
Landholding Agency: Navy 
Property Number: 77200830006 
Status: Excess 
Reasons: Secured Area 
Bldgs. 710, 784 
Naval Air Station 
North Island CA 
Landholding Agency: Navy 
Property Number: 77200830007 
Status: Excess 
Reasons: Secured Area 

Unsuitable Properties 

Building 

California 

Bldgs. 802, 809, 826 
Naval Air Station 
North Island CA 
Landholding Agency: Navy 
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Property Number: 77200830008 
Status: Excess 
Reasons: Secured Area 
Bldgs. 983, 1459 
Naval Air Station 
North Island CA 
Landholding Agency: Navy 
Property Number: 77200830009 
Status: Excess 
Reasons: Secured Area 
Bldg. 33005 
Naval Air Weapons Station 
China Lake CA 93555 
Landholding Agency: Navy 
Property Number: 77200830011 
Status: Excess 
Reasons: Secured Area; Within 2000 ft. of 

flammable or explosive material; Extensive 
deterioration 

Unsuitable Properties 

Building 

California 

Motor Life Boat Pier 
USCG Station 
Samoa Co: Humboldt CA 95564 
Landholding Agency: Coast Guard 
Property Number: 88200830001 
Status: Unutilized 
Reasons: Extensive deterioration 

North Carolina 

Frying Pan Light Station 
Atlantic Ocean NC 
Landholding Agency: GSA 
Property Number: 54200830004 
Status: Excess 
GSA Number: 4–U–NC–0749 
Reasons: Floodway Not accessible by road 

Pennsylvania 

Bldg. 00257 
Carlisle Barracks 
Cumberland PA 17013 
Landholding Agency: Army 
Property Number: 21200830001 
Status: Excess 
Reasons: Extensive deterioration 

Unsuitable Properties 

Land 

New Hampshire 

274.71 acres 
Berlin Co: Coos NH 03570 
Landholding Agency: GSA 
Property Number: 54200830005 
Status: Excess 
GSA Number: 1–J–NH–0501 
Reasons: Other—landlocked 

South Carolina 

Laurel Bay Tract 
Marine Corps Air Station 
Beaufort SC 
Landholding Agency: Navy 
Property Number: 77200830010 
Status: Excess 
Reasons: Secured Area 

[FR Doc. E8–16135 Filed 7–17–08; 8:45 am] 
BILLING CODE 4210–67–P 

DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

[FWS–R4–R–2008–N0120; 40136–1265– 
0000–S3] 

Mattamuskeet National Wildlife Refuge, 
Hyde County, NC 

AGENCY: Fish and Wildlife Service, 
Interior. 
ACTION: Notice of availability; draft 
comprehensive conservation plan and 
environmental assessment; request for 
comments. 

SUMMARY: We, the Fish and Wildlife 
Service (Service), announce the 
availability of a draft comprehensive 
conservation plan and environmental 
assessment (Draft CCP/EA) for 
Mattamuskeet National Wildlife Refuge 
for public review and comment. In this 
Draft CCP/EA, we describe the 
alternative we propose to use to manage 
this refuge for the 15 years following 
approval of the Final CCP. 
DATES: To ensure consideration, we 
must receive your written comments by 
August 18, 2008. Mailings, a news 
release, newspaper articles, appearances 
on broadcast media, and the Southeast 
Region’s planning Web site will be the 
avenues by which the public is 
informed of the availability of the Draft 
CCP/EA for comment. 
ADDRESSES: Requests for copies of the 
Draft CCP/EA should be addressed to: 
Bruce Freske, Refuge Manager, 
Mattamuskeet National Wildlife Refuge, 
38 Mattamuskeet Road, Swan Quarter, 
NC 27885; Telephone: 252/926–4021. 
The Draft CCP/EA may also be accessed 
and downloaded from the Service’s 
Internet Site: http://southeast.fws.gov/ 
planning. Comments on the Draft CCP/ 
EA may be submitted to the above 
address or by e-mail to Mr. Freske at: 
bruce_freske@fws.gov. 

FOR FURTHER INFORMATION CONTACT: 
Bruce Freske; Telephone: 252/926– 
4021. 

SUPPLEMENTARY INFORMATION: 

Introduction 

With this notice, we continue the CCP 
process for Mattamuskeet National 
Wildlife Refuge. We started the process 
through a notice in the Federal Register 
on February 7, 2001 (66 FR 9353). 

Mattamuskeet National Wildlife 
Refuge is located at the southern end of 
a broad, swampy peninsula in 
northeastern North Carolina. It was 
established in 1934 to protect and 
conserve migratory birds and other 
wildlife resources through the 
protection of wetlands, particularly the 

40,000-acre Lake Mattamuskeet itself. 
This water body, the largest natural lake 
in the state, comprises almost 80 
percent of the 50,180-acre refuge. While 
the lake averages only two feet in depth, 
it is 18 miles long and five to six miles 
wide. In addition to Lake Mattamuskeet, 
the refuge’s other main habitats are wet 
pine flatwoods, moist-soil units, natural 
lake shoreline, and cypress-gum swamp. 

Mattamuskeet National Wildlife 
Refuge is exceptionally important for 
wintering waterfowl, particularly tundra 
swan, the Atlantic population of Canada 
geese, northern pintail, green-winged 
teal, gadwall, widgeon, mallard, and 
black duck. 

Background 

The CCP Process 

The National Wildlife Refuge System 
Improvement Act of 1997 (16 U.S.C. 
668dd–668ee), which amended the 
National Wildlife Refuge System 
Administration Act of 1966, requires us 
to develop a CCP for each national 
wildlife refuge. The purpose in 
developing a CCP is to provide refuge 
managers with a 15-year plan for 
achieving refuge purposes and 
contributing toward the mission of the 
National Wildlife Refuge System, 
consistent with sound principles of fish 
and wildlife management, conservation, 
legal mandates, and our policies. In 
addition to outlining broad management 
direction on conserving wildlife and 
their habitats, CCPs identify wildlife- 
dependent recreational opportunities 
available to the public, including 
opportunities for hunting, fishing, 
wildlife observation, wildlife 
photography, and environmental 
education and interpretation. We will 
review and update the CCP at least 
every 15 years in accordance with the 
Improvement Act and NEPA. 

Significant issues addressed in the 
Draft CCP/EA include: Waterfowl 
conservation; shorebirds; threatened 
and endangered species; habitat 
protection; neotropical migratory birds; 
conservation of open water habitat in 
Lake Mattamuskeet; visitor services 
(e.g., hunting, fishing, wildlife 
observation, wildlife photography, and 
environmental education and 
interpretation); funding and staffing; 
cultural resources; land acquisition; and 
invasive species management. 

CCP Alternatives, Including Our 
Proposed Alternative 

We developed three alternatives for 
managing the refuge and chose 
Alternative B as the proposed 
alternative. A full description of each 
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alternative is in the Draft CCP/EA. We 
summarize each alternative below. 

Alternative A—Continue Current 
Management Direction (No Action 
Alternative) 

This alternative represents the status 
quo (i.e., no change from current 
management). During fall and winter, 
the refuge would continue to furnish 
habitat and sanctuary for 20–30 percent 
of North Carolina’s tundra swans; 
40,000–60,000 northern pintails and 
American green-winged teals; 5,000 
Canada geese (Atlantic Population); and 
40,000–60,000 other ducks, including 
2,000–4,000 black ducks. 

Protection of fish and their habitats 
and cooperation with universities, the 
North Carolina Wildlife Resources 
Commission (NCWRC), and other 
agencies would continue, as would 
winter counts of bald eagles and 
Christmas bird counts. On a rotating 
basis, moist-soil management units 
would be managed to benefit shorebirds 
during spring migration. Deer herd 
health would be studied once every five 
years. Collaboration with the red wolf 
recovery program and assistance with 
partners on studies of reptiles and 
amphibians would continue. 

Existing habitats would be 
maintained, including 40,276 acres of 
open water habitat in Lake 
Mattamuskeet and associated canals; 
2,300 acres of freshwater marsh; 2,000 
acres in 12 moist-soil units; and 572 
acres of three forested impoundments. 
We would also maintain existing areas 
of mixed pine hardwood (1,300 acres), 
wet pine flatwoods (1,000 acres), 
cypress gum swamp (266 non- 
impounded acres), as well as 191 acres 
of cropland in corn and soybeans and 
189 acres of cropland in the 
Conservation Reserve Program (CRP). 

Refuge resources would be protected 
by limiting the negative impacts of 
human activity and invasive species on 
and around the refuge. These efforts 
would include minor purchases, water 
quality monitoring with NCWRC, and 
protection of cultural and historic 
resources. The refuge would continue to 
control common reed, alligatorweed, 
and nutria. 

A range of visitor services without the 
guidance of an overall visitor services’ 
plan would continue for all six priority 
public uses, including hunting for deer 
(6,000 acres), waterfowl (1,000 acres) 
(including a program for youth), and 
resident Canada geese. Fishing facilities 
and opportunities would remain the 
same and support 20,000 angler visits 
annually. 

Environmental education efforts 
would include hosting Environmental 

Field Day, environmental educator 
workshops, and university student 
activities on the refuge. The refuge 
would continue to provide 
approximately 10,000 interpretation 
opportunities annually and would 
construct a new visitor contact station 
with several interpretive exhibits (at the 
new refuge headquarters) by 2010. 
Wildlife observation and photography 
opportunities would include 
maintaining a boardwalk, fishing piers, 
observation decks, a photo blind, and a 
wildlife drive. These facilities would 
serve an estimated 90,000 visitors 
annually. 

By 2010, a new refuge headquarters/ 
visitor contact station and maintenance 
workshop would be constructed, and 
two staff houses would be replaced. The 
refuge would continue to partner with a 
number of governmental and non- 
governmental institutions, as well as 
with volunteers. 

Alternative B—Proposed Action 
The Service’s proposed alternative 

enhances or slightly expands various 
aspects of Alternative A. With regard to 
wintering waterfowl, for example, the 
objectives for tundra swan and northern 
pintail are the same as Alternative A, 
but the Canada goose objective is 5,000 
higher and the duck objective 40,000 to 
60,000 higher under Alternative B than 
Alternative A. 

Alternative B would replicate most 
elements and expand upon other 
aspects of Alternative A’s fisheries 
management, increasing cooperation 
with universities and other agencies to 
monitor fish population status and 
increasing applied research especially 
with regard to baseline surveys and carp 
management. 

Alternative B would implement each 
action proposed under Alternative A 
with respect to management of raptors, 
passerine birds, shorebirds, marsh and 
wading birds, mammals, reptiles, and 
amphibians. Alternative A would differ 
from Alternative B by re-initiating nest 
counts of ospreys and implementing 
passerine point counts in different 
refuge habitats to evaluate the effects of 
habitat management actions on 
passerine diversity and populations. 
Furthermore, alternative management 
strategies for moist-soil units would be 
evaluated as to their benefit for spring 
and fall migration of shorebirds. Also, 
ground surveys for marsh and wading 
birds would be re-instituted. 

Alternative B aims to expand on 
Alternative A’s habitat objectives. The 
refuge would investigate the desirability 
and feasibility of restoring Salyer’s 
Ridge pinewoods. In addition, it would 
consider new management options for 

the CRP cropland when the contract 
expires in 2011. 

Alternative B would expand resource 
protection by increasing the control of 
invasive plant and animal species, such 
as common reed, alligatorweed, and 
nutria. The refuge would also prepare 
and begin to implement a Cultural 
Resources Management Plan. To 
enhance law enforcement, the refuge 
would obtain one full-time law 
enforcement officer dedicated solely to 
Mattamuskeet Refuge. 

To better support public use, under 
Alternative B, the refuge would prepare 
and implement a Visitor Services’ Plan. 
Existing hunts would continue and we 
would explore how to increase youth 
hunting opportunities for deer and 
waterfowl and cooperate with NCWRC 
to conduct activities promoting hunter 
recruitment and retention. Fishing 
opportunities would increase by adding 
one boat ramp to support an additional 
5,000 angler visits annually. 

In terms of environmental education, 
Nature Week would be re-instituted and 
the refuge would begin to host ten K– 
12 school programs annually. 
Interpretation opportunities would be 
expanded by adding kiosks, annually 
revised brochures, and interpretive 
signage along the wildlife drive and 
New Holland boardwalk trail. Opening 
and staffing the visitor contact station 
with volunteer(s) on weekends would 
also promote further interpretation. 

Alternative B would reinstall an 8- 
mile canoe and kayak loop trail and 
construct an additional photo-blind. 
Like Alternative A, the refuge would 
cooperate with partners to encourage 
commercial ecotours. We would also 
increase outreach. Facilities and 
partnerships would be the same as 
Alternative A. 

Alternative C—Moderately Expanded 
Program 

This alternative would represent a 
moderate expansion over the refuge’s 
existing program; Alternative C is also 
somewhat more expansive than 
Alternative B, the Service’s proposed 
alternative. With regard to wintering 
waterfowl, for example, the objectives 
for tundra swan and northern pintail are 
the same as Alternative B, but the 
Canada goose objective is 5,000 higher 
and the duck objective 80,000 to 
120,000 higher under Alternative C than 
Alternative B. 

Alternative C would aim for the same 
objectives as Alternative B in other 
aspects of wildlife and fisheries 
management. Where these two 
alternatives differ is that Alternative C 
generally proposes more studies and 
surveys. 
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Alternative C’s habitat management 
objectives are identical to Alternative B 
and quite similar to Alternative A. 
Concerning resource protection, 
Alternative C would replicate 
Alternative B’s objectives, but in 
addition, would install and maintain 
one or more remote automated water 
quality monitoring devices/stations and 
further increase control of invasive 
species, including monitoring for the 
presence of kudzu and feral swine. 

Alternative C would provide 
increased visitor services over those 
offered by the first two alternatives, and 
provide for increases in each of the six 
priority public uses. As in Alternative B, 
visitor services would be under the 
guidance of a Visitor Services’ Plan. A 
park ranger would annually offer 30 
interpretive programs, including 
offering or hosting interpreted kayak 
excursions. The refuge would further 
expand outreach by increasing off- 
refuge programs, news releases, and 
Web site updates. 

Next Step 
After the comment period ends, we 

will analyze the comments and address 
them in the form of a Final CCP and 
Finding of No Significant Impact. 

Public Availability of Comments 
Before including your address, phone 

number, e-mail address, or other 
personal identifying information in your 
comment, you should be aware that 
your entire comment—including your 
personal identifying information—may 
be made publicly available at any time. 
While you can ask us in your comment 
to withhold your personal identifying 
information from public review, we 
cannot guarantee that we will be able to 
do so. 

Authority: This notice is published under 
the authority of the National Wildlife Refuge 
System Improvement Act of 1997, Public 
Law 105–57. 

Dated: May 22, 2008. 
Cynthia K. Dohner, 
Acting Regional Director. 
[FR Doc. E8–16424 Filed 7–17–08; 8:45 am] 
BILLING CODE 4310–55–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[WY–922–1320–EL, WYW176470] 

Coal Exploration License, WY 

AGENCY: Bureau of Land Management, 
Interior. 
ACTION: Notice of Invitation for Coal 
Exploration License 

SUMMARY: Pursuant to section 2(b) of the 
Mineral Leasing Act of 1920, as 
amended by section 4 of the Federal 
Coal Leasing Amendments Act of 1976, 
90 Stat. 1083, 30 U.S.C. 201 (b), and to 
the regulations adopted as 43 CFR 3410, 
all interested parties are hereby invited 
to participate with Jacobs Ranch Coal 
Company on a pro rata cost sharing 
basis in its program for the exploration 
of coal deposits owned by the United 
States of America in the following- 
described lands in Campbell County, 
WY: 
T. 44 N., R. 70 W., 6th P.M., Wyoming 

Sec. 3: Lots 7–10, 14–19; 
Sec. 4: Lots 5–20; 
Sec. 5: Lots 5–20; 
Sec. 6: Lots 8–10, 13–18, 21–23; 
Sec. 7: Lots 5–20; 
Sec. 8: Lots 1–16; 
Sec. 9: Lots 1–10, 13–15; 
Sec. 10: Lots 4, 5, 11, 12; 
Sec. 15: Lots 3–5, 7–10; 

T. 45 N., R. 70 W., 6th P.M., Wyoming 
Sec. 31: Lots 13, 14, 19, 20; 
Sec. 32: Lots 9–16; 
Sec. 33: Lots 9–16; 
Sec. 34: Lots 9–16. 
Containing 5,623.02 acres, more or less. 

All of the coal in the above-described 
land consists of unleased Federal coal 
within the Powder River Basin Known 
Coal Leasing Area. The purpose of the 
exploration program is to obtain 
geotechnical data and coal quality data 
to assist with the planning of future 
expansions to the Jacobs Ranch Mine. 
ADDRESSES: Copies of the exploration 
plan are available for review during 
normal business hours in the following 
offices (serialized under number 
WYW176470): Bureau of Land 
Management, Wyoming State Office, 
5353 Yellowstone Road, P.O. Box 1828, 
Cheyenne, WY 82003; and, Bureau of 
Land Management, Casper Field Office, 
2987 Prospector Drive, Casper, WY 
82604. The written notice should be 
sent to the following addresses: Jacobs 
Ranch Coal Company, c/o Rio Tinto 
Energy America, Attn: Tom Suchomel, 
Caller Box 3009, Gillette, WY 82717, 
and the Bureau of Land Management, 
Wyoming State Office, Branch of Solid 
Minerals, Attn: Mavis Love, P.O. Box 
1828, Cheyenne, WY 82003. 
SUPPLEMENTARY INFORMATION: This 
notice of invitation will be published in 
The News-Record of Gillette, WY, once 
each week for two consecutive weeks 
beginning the week of July 14, 2008, and 
in the Federal Register. Any party 
electing to participate in this 
exploration program must send written 
notice to both the Bureau of Land 
Management and Jacobs Ranch Coal 
Company, as provided in the ADDRESSES 
section above, no later than thirty days 

after publication of this invitation in the 
Federal Register. 

The foregoing is published in the 
Federal Register pursuant to 43 CFR 
3410.2–1(c)(1). 

Dated: July 9, 2008. 

Pamela J. Lewis, 
Acting Deputy State Director, Minerals and 
Lands. 
[FR Doc. E8–16069 Filed 7–17–08; 8:45 am] 

BILLING CODE 4310–22–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[WY–957–08–1420–BJ–TRST] 

Notice of Filing of Plats of Survey, 
Nebraska 

AGENCY: Bureau of Land Management, 
Interior. 

ACTION: Notice of Filing of Plats of 
Survey, Nebraska. 

SUMMARY: The Bureau of Land 
Management (BLM) is scheduled to file 
the plat of survey of the lands described 
below thirty (30) calendar days from the 
date of this publication in the BLM 
Wyoming State Office, Cheyenne, 
Wyoming. 

FOR FURTHER INFORMATION CONTACT: 
Bureau of Land Management, 5353 
Yellowstone Road, P.O. Box 1828, 
Cheyenne, Wyoming 82003. 

SUPPLEMENTARY INFORMATION: These 
surveys were executed at the request of 
the Bureau of Indian Affairs and are 
necessary for the management of these 
lands. The lands surveyed are: 

The plat and field notes representing 
the dependent resurvey of portions of 
the west boundary, the subdivisional 
lines, and the subdivision of certain 
sections; and the survey of the 
subdivision of certain sections, 
Township 25 North, Range 8 East, of the 
Sixth Principal Meridian, Nebraska, 
Group No. 164 was accepted July 7, 
2008. 

Copies of the preceding described plat 
and field notes are available to the 
public at a cost of $1.10 per page. 

Dated: July 11, 2008. 

John P. Lee, 
Chief Cadastral Surveyor, Division of Support 
Services. 
[FR Doc. E8–16422 Filed 7–17–08; 8:45 am] 

BILLING CODE 4467–22–P 
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DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[UT–110–1610–029J] 

Notice of Availability of the Kanab 
Field Office Proposed Resource 
Management Plan and Final 
Environmental Impact Statement 
(PRMP/FEIS) 

AGENCY: Bureau of Land Management, 
Interior. 
ACTION: Notice of availability. 

SUMMARY: In accordance with the 
National Environmental Policy Act of 
1969 and the Federal Land Policy and 
Management Act of 1976, the Bureau of 
Land Management (BLM) has prepared 
a Proposed Resource Management Plan/ 
Final Environmental Impact Statement 
(PRMP/FEIS) for the Kanab Field Office. 
DATES: The BLM planning regulations 
(43 CFR 1610.5–2) state that any person 
who meets the conditions as described 
in the regulations may protest the BLM’s 
PRMP/FEIS. A person who meets the 
conditions and files a protest must file 
the protest within 30 days of the date 
that the Environmental Protection 
Agency publishes this notice in the 
Federal Register. 

ADDRESSES: Copies of the Kanab Field 
Office PRMP/FEIS were sent to affected 
Federal, state, and local government 
agencies and to interested parties. 
Copies of the PRMP/FEIS are available 
for public inspection at: 
Kanab Field Office, 318 East 100 North, 

Kanab, UT 84741 
Utah State Office, 440 West 200 South, 

Salt Lake City, UT 84145 
Interested persons may also review 

the PRMP/FEIS on the Internet at 
http://www.blm.gov/ut/st/en/fo/kanab/
planning.html. All protests must be in 
writing and mailed to the following 
addresses: 
Regular Mail: BLM Director (210), 

Attention: Brenda Hudgens-Williams, 
P.O. Box 66538, Washington, DC 
20035 

Overnight Mail: BLM Director (210), 
Attention: Brenda Hudgens-Williams, 
1620 L Street, NW., Suite 1075, 
Washington, DC 20036 

FOR FURTHER INFORMATION, CONTACT: 
Keith Rigtrup, Kanab Field Office, 318 
East 100 North, Kanab, UT 84741; 
phone: (435) 644–4600; or e-mail at: 
Keith_Rigtrup@blm.gov. 

SUPPLEMENTARY INFORMATION: The Kanab 
RMP planning area is located in south- 
central Utah. The BLM administers 

approximately 0.6 million acres of 
surface estate and 0.7 million acres of 
Federal mineral estate within the 
planning area. 

The Kanab RMP will provide future 
broad-scale management direction for 
land use allocations and allowable uses 
on public lands within the planning 
area. Implementation of the decisions of 
the PRMP/FEIS would apply only to 
BLM-administered public lands and 
Federal mineral estate. In the Kanab 
Field Office Draft RMP/EIS (DRMP/ 
DEIS), which was released for a 90-day 
public review and comment period in 
October 2007, four alternatives were 
analyzed, including a No Action 
alternative. These alternatives were 
developed through issue identification 
during the scoping process. Such issues 
included: non-WSA lands with 
wilderness characteristics, recreation, 
transportation, minerals and energy 
resources, ACECs, and WSAs. 

The PRMP/FEIS would designate no 
new Areas of Critical Environmental 
Concern (ACECs), and the continuation 
of one existing ACEC, totaling 3,800 
acres. Resource use limitations that 
apply to the proposed ACECs include a 
range of different prescriptions as 
described in Table 1 below. 

TABLE 1.—EVALUATION OF AREAS OF CRITICAL ENVIRONMENTAL CONCERN 

Area name Values of concern Resource use limitations Acres 

Cottonwood Canyon ................ Scenic, Cultural, Hazard/Safe-
ty/Public Welfare.

• VRM Class II ...........................................................................
• OHV limited to designated routes. 
• Open to oil and gas leasing subject to No Surface Occu-

pancy. 

3,800 

• Closed to mineral material.
• Recommend withdrawal from mineral entry.
• Close the Water Canyon allotment (48 AUMs) to livestock 

grazing for the life of the plan.

Comments on Kanab Field Office the 
DRMP/DEIS received from the public 
and internal BLM review were 
considered and incorporated as 
appropriate into the PRMP/FEIS. Public 
comments resulted in the addition of 
clarifying text, but did not significantly 
change proposed land use plan 
decisions. 

Instructions for filing a protest with 
the Director of the BLM regarding the 
PRMP/FEIS may be found in the Dear 
Reader Letter of the PRMP/FEIS and at 
43 CFR 1610.5–2. E-mail and faxed 
protests will not be accepted as valid 
protests unless the protesting party also 
provides the original letter by either 
regular or overnight mail postmarked by 
the close of the protest period. Under 
these conditions, the BLM will consider 
the e-mail or faxed protest as an 

advance copy and it will receive full 
consideration. If you wish to provide 
the BLM with such advance 
notification, please direct faxed protests 
to the attention of the BLM protest 
coordinator at 202–452–5112, and 
e-mails to Brenda_Hudgens- 
Williams@blm.gov. 

All protests, including the follow-up 
letter (if e-mailing or faxing) must be in 
writing and mailed to the appropriate 
address, as set forth in the ADDRESSES 
section above. 

Before including your phone number, 
e-mail address, or other personal 
identifying information in your protest, 
you should be aware that your entire 
protest—including your personal 
identifying information—may be made 
publicly available at any time. While 
you can ask us in your protest to 

withhold your personal identifying 
information from public review, we 
cannot guarantee that we will be able to 
do so. 

Authority: 40 CFR 1506.6, 43 CFR 1610.2, 
43 CFR 1610.5–1. 

Dated: June 5, 2008. 

Selma Sierra, 
Utah State Director. 
[FR Doc. E8–16359 Filed 7–17–08; 8:45 am] 

BILLING CODE 4310–DQ–P 
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DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

Temporary Road/Area Closures 

AGENCY: Bureau of Land Management, 
Bakersfield Field Office and Ridgecrest 
Field Office. 

ACTION: Temporary closure of roads/ 
areas within the Piute Fire, Kern 
County, California. 

SUMMARY: Notice is hereby given that 
certain roads/areas within the Piute Fire 
perimeter are temporarily closed to 
motorized vehicles due to a wildland 
fire. The purpose of this closure is to 
provide for public and firefighter safety. 
This action is to decrease the number of 
private vehicles on the roads/areas 
within the fire perimeter. 

DATES: This closure is effective July 3, 
2008 and will remain in effect until 
further notice. 

ADDRESSES: Maps showing the affected 
areas are available at the Bakersfield 
Field Office, Ridgecrest Field Office, 
Jawbone Canyon Visitor’s Center, as 
well as posted at the Piute Fire Incident 
Command Post. 

FOR FURTHER INFORMATION CONTACT: Tim 
Smith, Field Office Manager, Bureau of 
Land Management, Bakersfield Field 
Office, 3801 Pegasus Drive, Bakersfield, 
California, (661) 391–6005. 

SUPPLEMENTARY INFORMATION: This 
temporary closure is implemented 
pursuant to 43 CFR 8364.1—Closures 
and Restriction Orders. The areas/roads 
affected by this closure are specifically 
identified as follows: Nichols Peak and 
Bright Star Wilderness Areas, Cortez 
Canyon, Dry Canyon, Jawbone Canyon 
and Lynch Canyon, Piute Mountain 
Road, Saddle Springs Road, Kelso 
Valley Road, Goat Ranch Road, Erskine 
Creek Road and Cook’s Peak Road. All 
areas/roads affected are posted with 
signs at points of public access using 
standard vehicle closure signs. The 
roads are narrow and dirt, and only 
support one-way traffic so coordination 
between the firefighting forces is 
crucial. 

This closure order is issued to provide 
for firefighters and public safety. 
Exemptions to this closure include 
vehicles conducting official government 
business and firefighting equipment. 

Penalties: 43 CFR 8360.0–7. Violation 
of any regulations in this part by a 
member of the public is punishable by 
a fine not to exceed $1000 and/or 
imprisonment not to exceed 12 months. 

Dated: July 3, 2008. 
Tim Smith, 
Bakersfield Field Office Manager. 
[FR Doc. E8–16492 Filed 7–17–08; 8:45 am] 
BILLING CODE 4310–$$–P 

DEPARTMENT OF THE INTERIOR 

National Park Service 

Notice of Intent to Repatriate a Cultural 
Item: U.S. Department of the Interior, 
National Park Service, Intermountain 
Region, Santa Fe, NM 

AGENCY: National Park Service, Interior. 
ACTION: Notice. 

Notice is here given in accordance 
with the Native American Graves 
Protection and Repatriation Act 
(NAGPRA), 25 U.S.C. 3005, of the intent 
to repatriate a cultural item in the 
possession of the U.S. Department of the 
Interior, National Park Service, 
Intermountain Region, Santa Fe, NM, 
that meets the definition of ‘‘sacred 
object’’ under 25 U.S.C. 3001. 

This notice is published as part of the 
National Park Service’s administrative 
responsibilities under NAGPRA, 25 
U.S.C. 3003 (d)(3). The determinations 
in this notice are the sole responsibility 
of the NAGPRA coordinator, 
Intermountain Region. 

In 1994, the National Park Service 
assisted the Federal Bureau of 
Investigation and the United States Fish 
and Wildlife Service with the 
investigation of a Migratory Bird Treaty 
Act violation. The evidence included a 
collection of Native American objects 
confiscated from the East–West Trading 
Post in Santa Fe, NM. Preliminary 
subject matter expert review of the 
collection indicated that the object was 
historically significant and potentially 
subject to NAGPRA. The collection was 
accessioned in 2002 into the Southwest 
Regional Office collections, now called 
the Intermountain Region Office. The 
cultural item covered in this notice is a 
constellation set with feathers. 

Following adjudication of the case, a 
detailed assessment of the objects was 
made by Intermountain Region (IMR) 
NAGPRA program staff in close 
collaboration with the IMR Museum 
Services program staff and in 
consultation with representatives of 
potentially affiliated tribes. During 
consultation, representatives of the 
Pueblo of Acoma, New Mexico, 
identified the cultural item as a specific 
ceremonial object needed by traditional 
Acoma religious leaders for the practice 
of a traditional Native American religion 
by their present–day adherents. Oral 

tradition evidence presented by 
representatives of the Pueblo of Acoma, 
New Mexico, and the written 
repatriation request received by the 
Intermountain Region further 
articulated the ceremonial significance 
of the cultural item to the Pueblo of 
Acoma. Based on anthropological 
information, court case documentation, 
oral tradition, museum records, 
consultation evidence, and expert 
opinion, there is a cultural affiliation 
between the Pueblo of Acoma, New 
Mexico, and the sacred object. 

Officials of the Intermountain Region 
have determined that, pursuant to 25 
U.S.C. 3001 (3)(C), the one cultural item 
described above is a specific ceremonial 
object needed by traditional Native 
American religious leaders for the 
practice of traditional Native American 
religions by their present–day 
adherents. Officials of the 
Intermountain Region also have 
determined that, pursuant to 25 U.S.C. 
3001 (2), there is a relationship of 
shared group identity that can be 
reasonably traced between the sacred 
object and the Pueblo of Acoma, New 
Mexico. 

Representatives of any other Indian 
tribe that believes itself to be culturally 
affiliated with the sacred object should 
contact Dave Ruppert, NAGPRA 
Coordinator, NPS Intermountain Region 
12795 West Alameda Parkway, 
Lakewood, CO 80228, telephone (303) 
969–2879, before August 18, 2008. 
Repatriation of the sacred object to the 
Pueblo of Acoma, New Mexico may 
proceed after that date if no additional 
claimants come forward. 

The Intermountain Region is 
responsible for notifying the Apache 
Tribe of Oklahoma; Fort Sill Apache 
Tribe of Oklahoma; Hopi Tribe of 
Arizona; Jicarilla Apache Nation, New 
Mexico; Mescalero Apache Tribe of the 
Mescalero Reservation, New Mexico; 
Navajo Nation, Arizona, New Mexico & 
Utah; Ohkay Owingeh, New Mexico 
(formerly the Pueblo of San Juan); 
Pueblo of Acoma, New Mexico; Pueblo 
of Cochiti, New Mexico; Pueblo of 
Jemez, New Mexico; Pueblo of Isleta, 
New Mexico; Pueblo of Laguna, New 
Mexico; Pueblo of Nambe, New Mexico; 
Pueblo of Picuris, New Mexico; Pueblo 
of Pojoaque, New Mexico; Pueblo of San 
Felipe, New Mexico; Pueblo of San 
Ildefonso, New Mexico; Pueblo of 
Sandia, New Mexico; Pueblo of Santa 
Ana, New Mexico; Pueblo of Santa 
Clara, New Mexico; Pueblo of Santo 
Domingo, New Mexico; Pueblo of Taos, 
New Mexico; Pueblo of Tesuque, New 
Mexico; Pueblo of Zia, New Mexico; San 
Carlos Apache Tribe of the San Carlos 
Reservation, Arizona; Tonto Apache 
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Tribe of Arizona; Ute Mountain Tribe of 
the Ute Mountain Reservation, 
Colorado, New Mexico & Utah; White 
Mountain Apache Tribe of the Fort 
Apache Reservation, Arizona; Yavapai– 
Apache Nation of the Camp Verde 
Indian Reservation, Arizona; Ysleta Del 
Sur Pueblo of Texas; and Zuni Tribe of 
the Zuni Reservation, New Mexico that 
this notice has been published. 

Dated: June 24, 2008 
Sherry Hutt, 
Manager, National NAGPRA Program. 
[FR Doc. E8–16470 Filed 7–17–08; 8:45 am] 
BILLING CODE 4312–50–S 

DEPARTMENT OF THE INTERIOR 

National Park Service 

Notice of Intent to Repatriate Cultural 
Items: U.S. Department of the Interior, 
National Park Service, Intermountain 
Region, Santa Fe, NM 

AGENCY: National Park Service, Interior. 
ACTION: Notice. 

Notice is here given in accordance 
with the Native American Graves 
Protection and Repatriation Act 
(NAGPRA), 25 U.S.C. 3005, of the intent 
to repatriate cultural items in the 
possession of the U.S. Department of the 
Interior, National Park Service, 
Intermountain Region, Santa Fe, NM, 
that meet the definition of ‘‘sacred 
objects’’ and ‘‘objects of cultural 
patrimony’’ under 25 U.S.C. 3001. 

This notice is published as part of the 
National Park Service’s administrative 
responsibilities under NAGPRA, 25 
U.S.C. 3003 (d)(3). The determinations 
in this notice are the sole responsibility 
of the NAGPRA coordinator, 
Intermountain Region. 

In 1994, the National Park Service 
assisted the Federal Bureau of 
Investigation and the United States Fish 
and Wildlife Service with the 
investigation of a Migratory Bird Treaty 
Act violation. The evidence included a 
collection of Native American objects 
confiscated from the East–West Trading 
Post in Santa Fe, NM. Preliminary 
subject matter expert review of the 
collection indicated that the objects 
were historically significant and 
potentially subject to NAGPRA. The 
collection was accessioned in 2002 into 
the Southwest Regional Office 
collections, now called the 
Intermountain Region Office. The two 
cultural items from the collection 
covered in this notice are one Kachina 
with feather and one Hopi Tablita with 
pheasant feathers. 

Following adjudication of the case, a 
detailed assessment of the objects was 
made by Intermountain Region (IMR) 
NAGPRA program staff in close 
collaboration with the IMR Museum 
Services program staff and in 
consultation with representatives of 
potentially affiliated tribes. 
Representatives of the Hopi Cultural 
Preservation Office, acting on behalf of 
the Momngwit (Priests) and the Hopi 
Tribe of Arizona, identified the cultural 
items as specific ceremonial objects 
needed by the Momngwit for the 
practice of a traditional Hopi religion by 
their present–day adherents. Further, 
representatives of the Hopi Tribe of 
Arizona identified the two cultural 
items as objects of cultural patrimony 
having on–going historical, traditional, 
and cultural importance central to the 
Hopi Tribe that could not be alienated 
by any individual. Oral tradition 
evidence presented by representatives of 
the Hopi Tribe of Arizona, and the 
written repatriation request received by 
the Intermountain Region further 
articulated the ceremonial significance 
of the cultural items to the Hopi Tribe 
of Arizona. Based on anthropological 
information, court case documentation, 
oral tradition, museum records, 
consultation evidence, and expert 
opinion, there is a cultural affiliation 
between the Hopi Tribe of Arizona and 
the two sacred objects/objects of 
cultural patrimony. 

Officials of the Intermountain Region 
have determined that, pursuant to 25 
U.S.C. 3001 (3)(C), the two cultural 
items described above are specific 
ceremonial objects needed by traditional 
Native American religious leaders for 
the practice of traditional Native 
American religions by their present–day 
adherents. Officials of the 
Intermountain Region also have 
determined that, pursuant to 25 U.S.C. 
3001 (3)(D), the two cultural items 
described above have ongoing historical, 
traditional, or cultural importance 
central to the Native American group or 
culture itself, rather than property 
owned by an individual. Officials of the 
Intermountain Region also have 
determined that, pursuant to 25 U.S.C. 
3001 (2), there is a relationship of 
shared group identity that can be 
reasonably traced between the sacred 
objects/objects of cultural patrimony 
and the Hopi Tribe of Arizona. 

Representatives of any other Indian 
tribe that believes itself to be culturally 
affiliated with the sacred objects/objects 
of cultural patrimony should contact 
Dave Ruppert, NAGPRA Coordinator, 
NPS Intermountain Region, 12795 West 
Alameda Parkway, Lakewood, CO 
80228, telephone (303) 969–2879, before 

August 18, 2008. Repatriation of the 
sacred objects/objects of cultural 
patrimony to the Hopi Tribe of Arizona 
may proceed after that date if no 
additional claimants come forward. 

The Intermountain Region is 
responsible for notifying the Apache 
Tribe of Oklahoma; Fort Sill Apache 
Tribe of Oklahoma; Hopi Tribe of 
Arizona; Jicarilla Apache Nation, New 
Mexico; Mescalero Apache Tribe of the 
Mescalero Reservation, New Mexico; 
Navajo Nation, Arizona, New Mexico & 
Utah; Ohkay Owingeh, New Mexico 
(formerly the Pueblo of San Juan); 
Pueblo of Acoma, New Mexico; Pueblo 
of Cochiti, New Mexico; Pueblo of 
Jemez, New Mexico; Pueblo of Isleta, 
New Mexico; Pueblo of Laguna, New 
Mexico; Pueblo of Nambe, New Mexico; 
Pueblo of Picuris, New Mexico; Pueblo 
of Pojoaque, New Mexico; Pueblo of San 
Felipe, New Mexico; Pueblo of San 
Ildefonso, New Mexico; Pueblo of 
Sandia, New Mexico; Pueblo of Santa 
Ana, New Mexico; Pueblo of Santa 
Clara, New Mexico; Pueblo of Santo 
Domingo, New Mexico; Pueblo of Taos, 
New Mexico; Pueblo of Tesuque, New 
Mexico; Pueblo of Zia, New Mexico; San 
Carlos Apache Tribe of the San Carlos 
Reservation, Arizona; Tonto Apache 
Tribe of Arizona; Ute Mountain Tribe of 
the Ute Mountain Reservation, 
Colorado, New Mexico & Utah; White 
Mountain Apache Tribe of the Fort 
Apache Reservation, Arizona; Yavapai– 
Apache Nation of the Camp Verde 
Indian Reservation, Arizona; Ysleta Del 
Sur Pueblo of Texas; and Zuni Tribe of 
the Zuni Reservation, New Mexico that 
this notice has been published. 

Dated: June 24, 2008 
Sherry Hutt, 
Manager, National NAGPRA Program. 
[FR Doc. E8–16469 Filed 7–17–08; 8:45 am] 
BILLING CODE 4312–50–S 

DEPARTMENT OF THE INTERIOR 

National Park Service 

Notice of Intent to Repatriate Cultural 
Items: U.S. Department of the Interior, 
National Park Service, Intermountain 
Region, Santa Fe, NM 

AGENCY: National Park Service, Interior. 
ACTION: Notice. 

Notice is here given in accordance 
with the Native American Graves 
Protection and Repatriation Act 
(NAGPRA), 25 U.S.C. 3005, of the intent 
to repatriate cultural items in the 
possession of the U.S. Department of the 
Interior, National Park Service, 
Intermountain Region, Santa Fe, NM, 
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that meet the definition of ‘‘sacred 
objects’’ under 25 U.S.C. 3001. 

This notice is published as part of the 
National Park Service’s administrative 
responsibilities under NAGPRA, 25 
U.S.C. 3003 (d)(3). The determinations 
in this notice are the sole responsibility 
of the NAGPRA coordinator, 
Intermountain Region. 

In 1994, the National Park Service 
assisted the Federal Bureau of 
Investigation and the United States Fish 
and Wildlife Service with the 
investigation of a Migratory Bird Treaty 
Act violation. The evidence included a 
collection of Native American objects 
confiscated from the East–West Trading 
Post in Santa Fe, NM. Preliminary 
subject matter expert review of the 
collection indicated that the objects 
were historically significant and 
potentially subject to NAGPRA. The 
collection was accessioned in 2002 into 
the Southwest Regional Office 
collections, now called the 
Intermountain Region Office. The three 
cultural items covered in this notice are 
one set of wooden figures, one chest 
plate, and one Zuni constellation set. 

Following adjudication of the case, a 
detailed assessment of the objects was 
made by Intermountain Region (IMR) 
NAGPRA program staff in close 
collaboration with the IMR Museum 
Services program staff and in 
consultation with representatives of 
potentially affiliated tribes. During 
consultation, a representative of the 
Zuni Tribe of the Zuni Reservation, New 
Mexico, identified the cultural items as 
specific ceremonial objects needed by 
traditional Zuni religious leaders for the 
practice of a traditional Native 
American religion by their present–day 
adherents. Oral tradition evidence 
presented by representatives of the Zuni 
Tribe of the Zuni Reservation, New 
Mexico, and the written repatriation 
request received by the Intermountain 
Region further articulated the 
ceremonial significance of the cultural 
items to the Zuni Tribe of the Zuni 
Reservation, New Mexico. Based on 
anthropological information, court case 
documentation, oral tradition, museum 
records, consultation evidence, and 
expert opinion, there is a cultural 
affiliation between the Zuni Tribe of the 
Zuni Reservation, New Mexico, and the 
three sacred objects. 

Officials of the Intermountain Region 
have determined that, pursuant to 25 
U.S.C. 3001 (3)(C), the three cultural 
items described above are specific 
ceremonial objects needed by traditional 
Native American religious leaders for 
the practice of traditional Native 
American religions by their present–day 
adherents. Officials of the 

Intermountain Region also have 
determined that, pursuant to 25 U.S.C. 
3001 (2), there is a relationship of 
shared group identity that can be 
reasonably traced between the sacred 
objects and the Zuni Tribe of the Zuni 
Reservation, New Mexico. 

Representatives of any other Indian 
tribe that believes itself to be culturally 
affiliated with the sacred objects should 
contact Dave Ruppert, NAGPRA 
Coordinator, NPS Intermountain Region, 
12795 West Alameda Parkway, 
Lakewood, CO 80228, telephone (303) 
969–2879, before August 18, 2008. 
Repatriation of the sacred objects to the 
Zuni Tribe of the Zuni Reservation, New 
Mexico may proceed after that date if no 
additional claimants come forward. 

The Intermountain Region is 
responsible for notifying the Apache 
Tribe of Oklahoma; Fort Sill Apache 
Tribe of Oklahoma; Hopi Tribe of 
Arizona; Jicarilla Apache Nation, New 
Mexico; Mescalero Apache Tribe of the 
Mescalero Reservation, New Mexico; 
Navajo Nation, Arizona, New Mexico & 
Utah; Ohkay Owingeh, New Mexico 
(formerly the Pueblo of San Juan); 
Pueblo of Acoma, New Mexico; Pueblo 
of Cochiti, New Mexico; Pueblo of 
Jemez, New Mexico; Pueblo of Isleta, 
New Mexico; Pueblo of Laguna, New 
Mexico; Pueblo of Nambe, New Mexico; 
Pueblo of Picuris, New Mexico; Pueblo 
of Pojoaque, New Mexico; Pueblo of San 
Felipe, New Mexico; Pueblo of San 
Ildefonso, New Mexico; Pueblo of 
Sandia, New Mexico; Pueblo of Santa 
Ana, New Mexico; Pueblo of Santa 
Clara, New Mexico; Pueblo of Santo 
Domingo, New Mexico; Pueblo of Taos, 
New Mexico; Pueblo of Tesuque, New 
Mexico; Pueblo of Zia, New Mexico; San 
Carlos Apache Tribe of the San Carlos 
Reservation, Arizona; Tonto Apache 
Tribe of Arizona; Ute Mountain Tribe of 
the Ute Mountain Reservation, 
Colorado, New Mexico & Utah; White 
Mountain Apache Tribe of the Fort 
Apache Reservation, Arizona; Yavapai– 
Apache Nation of the Camp Verde 
Indian Reservation, Arizona; Ysleta Del 
Sur Pueblo of Texas; and Zuni Tribe of 
the Zuni Reservation, New Mexico that 
this notice has been published. 

Dated: June 24, 2008 

Sherry Hutt, 
Manager, National NAGPRA Program. 
[FR Doc. E8–16471 Filed 7–17–08; 8:45 am] 

BILLING CODE 4312–50–S 

DEPARTMENT OF THE INTERIOR 

National Park Service 

Notice of Intent to Repatriate Cultural 
Items: U.S. Department of the Interior, 
National Park Service, Intermountain 
Region, Santa Fe, NM 

AGENCY: National Park Service, Interior. 
ACTION: Notice. 

Notice is here given in accordance 
with the Native American Graves 
Protection and Repatriation Act 
(NAGPRA), 25 U.S.C. 3005, of the intent 
to repatriate cultural items in the 
possession of the U.S. Department of the 
Interior, National Park Service, 
Intermountain Region, Santa Fe, NM, 
that meet the definition of ‘‘sacred 
objects’’ and ‘‘objects of cultural 
patrimony’’ under 25 U.S.C. 3001. 

This notice is published as part of the 
National Park Service’s administrative 
responsibilities under NAGPRA, 25 
U.S.C. 3003 (d)(3). The determinations 
in this notice are the sole responsibility 
of the NAGPRA coordinator, 
Intermountain Region. 

In 1994, the National Park Service 
assisted the Federal Bureau of 
Investigation and the United States Fish 
and Wildlife Service with the 
investigation of a Migratory Bird Treaty 
Act violation. The evidence included a 
collection of Native American objects 
confiscated from the East–West Trading 
Post in Santa Fe, NM. Preliminary 
subject matter expert review of the 
collection indicated that the objects 
were historically significant and 
potentially subject to NAGPRA. The 
collection was accessioned in 2002 into 
the Southwest Regional Office 
collections, now called the 
Intermountain Region Office. The 20 
cultural items covered in this notice are 
7 hoof rattles; 2 leather hide rattles; 1 
pouch; 1 prayer sticks bundle with eagle 
feather; 1 heron’s head bundle; 1 rattle 
with feathers; 1 medicine sack/kit; 1 
bundle eagle feathers; 2 cranes head 
bundles; and 3 prayer sticks with eagle 
feathers. 

Following adjudication of the case, a 
detailed assessment of the objects was 
made by Intermountain Region (IMR) 
NAGPRA program staff in close 
collaboration with the IMR Museum 
Services program staff and in 
consultation with representatives of 
potentially affiliated tribes. During 
consultation, representatives of the 
Navajo Nation, Arizona, New Mexico & 
Utah, identified the 20 cultural items as 
Navajo jish needed by traditional Navajo 
religious leaders for use in several major 
Navajo ceremonies widely practiced by 
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members of the present–day Navajo 
tribe. Further, representatives of the 
Navajo Nation, Arizona, New Mexico & 
Utah, identified the 20 cultural items as 
objects of cultural patrimony having on– 
going historical, traditional, and cultural 
importance central to the Navajo people 
that could not be alienated by any 
individual. The written request for 
repatriation submitted by the Navajo 
Nation, Arizona, New Mexico & Utah, 
further articulated the particular 
ceremonial significance of the cultural 
items and of Navajo traditional laws 
regarding the possession of jish. Based 
on anthropological information, court 
case documentation, museum records, 
consultation evidence, and expert 
opinion, there is a cultural affiliation 
between the Navajo Nation, Arizona, 
New Mexico & Utah and the 20 sacred 
objects/objects of cultural patrimony. 

Officials of the Intermountain Region 
have determined that, pursuant to 25 
U.S.C. 3001 (3)(C), the 20 cultural items 
described above are specific ceremonial 
objects needed by traditional Native 
American religious leaders for the 
practice of traditional Native American 
religions by their present-day adherents. 
Officials of the Intermountain Region 
also have determined that, pursuant to 
25 U.S.C. 3001 (3)(D), the 20 cultural 
items described above have ongoing 
historical, traditional, or cultural 
importance central to the Native 
American group or culture itself, rather 
than property owned by an individual. 
Lastly, officials of the Intermountain 
Region also have determined that, 
pursuant to 25 U.S.C. 3001 (2), there is 
a relationship of shared group identity 
that can be reasonably traced between 
the sacred objects/objects of cultural 
patrimony and the Navajo Nation, 
Arizona, New Mexico & Utah. 

Representatives of any other Indian 
tribe that believes itself to be culturally 
affiliated with the sacred objects/objects 
of cultural patrimony should contact 
Dave Ruppert, NAGPRA Coordinator, 
NPS Intermountain Region, 12795 West 
Alameda Parkway, Lakewood, CO 
80228, telephone (303) 969–2879, before 
August 18, 2008. Repatriation of the 
sacred objects/objects of cultural 
patrimony to the Navajo Nation, 
Arizona, New Mexico & Utah may 
proceed after that date if no additional 
claimants come forward. 

The Intermountain Region is 
responsible for notifying the Apache 
Tribe of Oklahoma; Fort Sill Apache 
Tribe of Oklahoma; Hopi Tribe of 
Arizona; Jicarilla Apache Nation, New 
Mexico; Mescalero Apache Tribe of the 
Mescalero Reservation, New Mexico; 
Navajo Nation, Arizona, New Mexico & 
Utah; Ohkay Owingeh, New Mexico 

(formerly the Pueblo of San Juan); 
Pueblo of Acoma, New Mexico; Pueblo 
of Cochiti, New Mexico; Pueblo of 
Jemez, New Mexico; Pueblo of Isleta, 
New Mexico; Pueblo of Laguna, New 
Mexico; Pueblo of Nambe, New Mexico; 
Pueblo of Picuris, New Mexico; Pueblo 
of Pojoaque, New Mexico; Pueblo of San 
Felipe, New Mexico; Pueblo of San 
Ildefonso, New Mexico; Pueblo of 
Sandia, New Mexico; Pueblo of Santa 
Ana, New Mexico; Pueblo of Santa 
Clara, New Mexico; Pueblo of Santo 
Domingo, New Mexico; Pueblo of Taos, 
New Mexico; Pueblo of Tesuque, New 
Mexico; Pueblo of Zia, New Mexico; San 
Carlos Apache Tribe of the San Carlos 
Reservation, Arizona; Tonto Apache 
Tribe of Arizona; Ute Mountain Tribe of 
the Ute Mountain Reservation, 
Colorado, New Mexico & Utah; White 
Mountain Apache Tribe of the Fort 
Apache Reservation, Arizona; Yavapai– 
Apache Nation of the Camp Verde 
Indian Reservation, Arizona; Ysleta Del 
Sur Pueblo of Texas; and Zuni Tribe of 
the Zuni Reservation, New Mexico that 
this notice has been published. 

Dated: June 24, 2008 
Sherry Hutt, 
Manager, National NAGPRA Program. 
[FR Doc. E8–16484 Filed 7–17–08; 8:45 am] 
BILLING CODE 4312–50–S 

DEPARTMENT OF THE INTERIOR 

National Park Service 

Notice of Intent to Repatriate Cultural 
Items: U.S. Department of the Interior, 
National Park Service, Intermountain 
Region, Santa Fe, NM 

AGENCY: National Park Service, Interior. 
ACTION: Notice. 

Notice is here given in accordance 
with the Native American Graves 
Protection and Repatriation Act 
(NAGPRA), 25 U.S.C. 3005, of the intent 
to repatriate cultural items in the 
possession of the U.S. Department of the 
Interior, National Park Service, 
Intermountain Region, Santa Fe, NM, 
that meet the definition of ‘‘sacred 
object’’ under 25 U.S.C. 3001. 

This notice is published as part of the 
National Park Service’s administrative 
responsibilities under NAGPRA, 25 
U.S.C. 3003 (d)(3). The determinations 
in this notice are the sole responsibility 
of the NAGPRA coordinator, 
Intermountain Region. 

In 1994, the National Park Service 
assisted the Federal Bureau of 
Investigation and the United States Fish 
and Wildlife Service with the 
investigation of a Migratory Bird Treaty 

Act violation. The evidence included a 
collection of Native American objects 
confiscated from the East–West Trading 
Post in Santa Fe, NM. Preliminary 
subject matter expert review of the 
collection indicated that the objects 
were historically significant and 
potentially subject to NAGPRA. The 
collection was accessioned in 2002 into 
the Southwest Regional Office 
collections, now called the 
Intermountain Region Office. The 11 
cultural items covered in this notice are 
4 hoof rattles, 1 pouch, and 6 leather 
hide rattles. 

Following adjudication of the case, a 
detailed assessment of the objects was 
made by Intermountain Region (IMR) 
NAGPRA program staff in close 
collaboration with the IMR Museum 
Services program staff and in 
consultation with representatives of 
potentially affiliated tribes. During 
consultation, representatives of the 
Mescalero Apache Tribe of the 
Mescalero Reservation, New Mexico, 
identified the cultural items as specific 
ceremonial objects needed by traditional 
Mescalero Apache religious leaders for 
the practice of a traditional Native 
American religion by their present–day 
adherents. Oral tradition evidence 
presented by the representatives of the 
Mescalero Apache Tribe of the 
Mescalero Reservation, New Mexico, the 
written repatriation request and related 
correspondence received by the 
Intermountain Region further 
articulated the significance of the 11 
cultural items to the Mescalero Apache 
Tribe of the Mescalero Reservation, New 
Mexico. Based on anthropological 
information, court case documentation, 
oral tradition, museum records, 
consultation evidence, and expert 
opinion, there is a cultural affiliation 
between the Mescalero Apache Tribe of 
the Mescalero Reservation, New Mexico, 
and the 11 sacred objects. 

Officials of the Intermountain Region 
have determined that, pursuant to 25 
U.S.C. 3001 (3)(C), the 11 cultural items 
described above are specific ceremonial 
objects needed by traditional Native 
American religious leaders for the 
practice of traditional Native American 
religions by their present–day 
adherents. Officials of the 
Intermountain Region also have 
determined that, pursuant to 25 U.S.C. 
3001 (2), there is a relationship of 
shared group identity that can be 
reasonably traced between the sacred 
objects and the Mescalero Apache Tribe 
of the Mescalero Reservation, New 
Mexico. 

Representatives of any other Indian 
tribe that believes itself to be culturally 
affiliated with the sacred objects should 
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contact Dave Ruppert, NAGPRA 
Coordinator, NPS Intermountain Region, 
12795 West Alameda Parkway, 
Lakewood, CO 80228, telephone (303) 
969–2879, before August 18, 2008. 
Repatriation of the sacred objects to the 
Mescalero Apache Tribe of the 
Mescalero Reservation, New Mexico 
may proceed after that date if no 
additional claimants come forward. 

The Intermountain Region is 
responsible for notifying the Apache 
Tribe of Oklahoma; Fort Sill Apache 
Tribe of Oklahoma; Hopi Tribe of 
Arizona; Jicarilla Apache Nation, New 
Mexico; Mescalero Apache Tribe of the 
Mescalero Reservation, New Mexico; 
Navajo Nation, Arizona, New Mexico & 
Utah; Ohkay Owingeh, New Mexico 
(formerly the Pueblo of San Juan); 
Pueblo of Acoma, New Mexico; Pueblo 
of Cochiti, New Mexico; Pueblo of 
Jemez, New Mexico; Pueblo of Isleta, 
New Mexico; Pueblo of Laguna, New 
Mexico; Pueblo of Nambe, New Mexico; 
Pueblo of Picuris, New Mexico; Pueblo 
of Pojoaque, New Mexico; Pueblo of San 
Felipe, New Mexico; Pueblo of San 
Ildefonso, New Mexico; Pueblo of 
Sandia, New Mexico; Pueblo of Santa 
Ana, New Mexico; Pueblo of Santa 
Clara, New Mexico; Pueblo of Santo 
Domingo, New Mexico; Pueblo of Taos, 
New Mexico; Pueblo of Tesuque, New 
Mexico; Pueblo of Zia, New Mexico; San 
Carlos Apache Tribe of the San Carlos 
Reservation, Arizona; Tonto Apache 
Tribe of Arizona; Ute Mountain Tribe of 
the Ute Mountain Reservation, 
Colorado, New Mexico & Utah; White 
Mountain Apache Tribe of the Fort 
Apache Reservation, Arizona; Yavapai– 
Apache Nation of the Camp Verde 
Indian Reservation, Arizona; Ysleta Del 
Sur Pueblo of Texas; and Zuni Tribe of 
the Zuni Reservation, New Mexico that 
this notice has been published. 

Dated: June 24, 2008 
Sherry Hutt, 
Manager, National NAGPRA Program. 
[FR Doc. E8–16486 Filed 7–17–08; 8:45 am] 
BILLING CODE 4312–50–S 

DEPARTMENT OF THE INTERIOR 

National Park Service 

Notice of Inventory Completion: U.S. 
Department of the Interior, National 
Park Service, San Juan Island National 
Historical Park, Friday Harbor, WA and 
Thomas Burke Memorial Washington 
State Museum, University of 
Washington, Seattle, WA 

AGENCY: National Park Service, Interior. 
ACTION: Notice. 

Notice is here given in accordance 
with the Native American Graves 
Protection and Repatriation Act 
(NAGPRA), 25 U.S.C. 3003, of the 
completion of an inventory of human 
remains and associated funerary objects 
in the possession of the Thomas Burke 
Memorial Washington State Museum 
(Burke Museum), University of 
Washington, Seattle, WA, and in the 
control of the U.S. Department of the 
Interior, National Park Service, San Juan 
Island National Historical Park, Friday 
Harbor, WA. The human remains and 
associated funerary objects were 
removed from four prehistoric 
archeological sites within the 
boundaries of San Juan Island National 
Historical Park, San Juan County, WA. 

This notice is published as part of the 
National Park Service’s administrative 
responsibilities under NAGPRA, 25 
U.S.C. 3003 (d)(3). The determinations 
in this notice are the sole responsibility 
of the superintendent, San Juan Island 
National Historical Park. 

A detailed assessment of the human 
remains and associated funerary objects 
was made by Burke Museum and San 
Juan Island National Historical Park 
professional staff in consultation with 
representatives of the Lummi Tribe of 
the Lummi Reservation, Washington; 
Samish Indian Tribe, Washington; and 
Swinomish Indians of the Swinomish 
Reservation, Washington. 

In 1946 and 1947, human remains 
representing a minimum of four 
individuals were removed from the 
Cattle Point Site (45–SJ–01) on San Juan 
Island in San Juan County, WA, during 
legally authorized excavations by 
University of Washington archeologist 
Arden King. Cattle Point is within the 
American Camp portion of San Juan 
Island National Historical Park on the 
southern part of San Juan Island. The 
human remains and associated funerary 
objects were transferred to the Burke 
Museum and accessioned by the 
National Park Service. No known 
individuals were identified. The two 
associated funerary objects are mammal 
bone fragments. 

In 1950, human remains representing 
a minimum of two individuals were 
removed from the Guss Island Site (45– 
SJ–21) in San Juan County, WA, during 
legally authorized excavations as a part 
of University of Washington Field 
Project led by Adan Treganza. The 
human remains were transferred to the 
Burke Museum and accessioned by the 
National Park Service. No known 
individuals were identified. No 
associated funerary objects are present. 

In 1983, human remains representing 
a minimum of one individual were 
removed from the Guss Island Site (45– 

SJ–21) in San Juan County, WA, during 
legally authorized excavations by 
University of Washington Professor Julie 
Stein. The human remains and 
associated funerary objects were 
transferred to the Burke Museum and 
accessioned by the National Park 
Service. Guss Island is a small island in 
Garrison Bay and is within the English 
Camp portion of San Juan Island 
National Historical Park on the 
northwestern part of San Juan Island. 
No known individual was identified. 
The nine associated funerary objects are 
one deer vertebra fragment, one deer 
tibia, one bird coracoid bone, one bird 
humerus, two fish bones, and three 
pieces of fire modified rock. 

In 1950, human remains representing 
a minimum of seven individuals were 
removed from the English Camp Site 
(45–SJ–24) in San Juan County, WA, 
during a University of Washington 
summer field school directed by 
Professor Adan Treganza of San 
Francisco State University. The human 
remains and associated funerary objects 
were transferred to the Burke Museum 
and accessioned by the National Park 
Service. No known individuals were 
identified. The 33 associated funerary 
objects are 1 broken chipped stone 
projectile point and 32 non-human bone 
fragments. 

In 1970, 1971, and 1972, human 
remains representing a minimum of 
eight individuals were removed from 
the English Camp Site in San Juan 
County, WA, during University of Idaho 
field schools directed by Dr. Roderick 
Sprague. The human remains and 
associated funerary objects were 
transferred to the Burke Museum and 
accessioned by the National Park 
Service. No known individuals were 
identified. The 61 associated funerary 
objects are 1 splinter awl made from 
deer bone, 1 tip of an antler tine, 1 
square nail fragment, 1 wood fragment, 
1 Horse Clam shell fragment, 6 basalt 
flakes, and 50 non-human skeletal 
fragments and non-human teeth. 

In 1984, 1988, and 1990, human 
remains representing a minimum of five 
individuals were removed from the 
English Camp Site in San Juan County, 
WA, during legally authorized 
excavations by Professor Julie Stein of 
the University of Washington. The 
human remains and associated funerary 
objects were transferred to the Burke 
Museum and accessioned by the 
National Park Service. No known 
individuals were identified. The 27 
associated funerary objects are non- 
human bone fragments. 

In 1951, human remains representing 
a minimum of seven individuals were 
removed from the North Garrison Bay 
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Site (45–SJ–25) in San Juan County, 
WA, during a summer field school in 
archeology under the direction of 
Professor Carroll Burroughs of the 
University of Washington. The North 
Garrison Bay Site is a prehistoric village 
site north of both the Guss Island Site 
and English Camp Site referred to 
previously. The fragmentary human 
remains were transferred to the Burke 
Museum and accessioned by the 
National Park Service. No known 
individuals were identified. The eight 
associated funerary objects are one shell 
fragment, one fused non-human radius 
and ulna, one deer ulna, one carnivore 
mandible fragment, one non-human rib 
fragment, and three lots of organic 
matter. 

Based upon non-destructive 
osteological analysis, archeological data, 
geographic context and accession data, 
the 34 individuals from the four San 
Juan Island sites are of Native American 
ancestry. Arden King’s analysis of 
archeological data from Cattle Point 
resulted in the identification of three 
prehistoric phases, with the most recent 
representing a maritime adaptation that 
is ancestral to historic native 
populations in the United States and 
Canada. Archeological research and 
analysis indicates continuous habitation 
of San Juan Island, including the four 
sites mentioned here, from 
approximately 2,000 years ago through 
the mid–19th century. Anthropologist 
Wayne Suttles has identified the 
occupants of San Juan Island as 
Northern Straits language-speaking 
people, a linguistic subset of a larger 
Central Coast Salish population, who 
were ancestors of the Lummi Tribe of 
the Lummi Reservation, Washington. 
Furthermore, Suttles’ anthropological 
research in the late 1940s confirmed 
that the Lummi primarily occupied San 
Juan Island and other nearby islands in 
the contact period and during the early 
history of the Lummi Reservation that 
was established on the mainland in 
1855 through Article II of the Treaty of 
Point Elliott. San Juan Island is within 
the aboriginal territory of the Lummi 
Tribe of the Lummi Reservation, 
Washington. Lummi oral tradition, 
history and anthropological data clearly 
associate the Lummi with San Juan 
Island. 

The Samish Indian Tribe, Washington 
is closely associated with the Lummi 
Tribe of the Lummi Reservation, 
Washington linguistically and 
culturally, and the Samish regard San 
Juan Island to be within the usual and 
accustomed territory shared by both 
tribes at the time of the Point Elliott 
Treaty negotiations in 1855. In 2006, the 
Samish Indian Tribe, Washington and 

the Lummi Tribe of the Lummi 
Reservation, Washington entered into a 
cooperative agreement to have the 
Lummi Tribe of the Lummi Reservation, 
Washington take the lead in receiving 
repatriated human remains and funerary 
objects from San Juan Island National 
Historical Park. The traditional territory 
of the Swinomish Indians of the 
Swinomish Reservation, Washington is 
on the mainland in the vicinity of La 
Conner, WA, on Whidbey Island and 
Fidalgo Island, the site of their 
reservation. 

Officials of San Juan Island National 
Historical Park have determined that, 
pursuant to 25 U.S.C. 3001 (9–10), the 
human remains described above 
represent the physical remains of 34 
individuals of Native American 
ancestry. Officials of San Juan Island 
National Historical Park also have 
determined that, pursuant to 25 U.S.C. 
3001 (3)(A), the 140 associated funerary 
objects are reasonably believed to have 
been placed with or near individual 
human remains at the time of death or 
later as part of the death rite or 
ceremony. Lastly, officials of San Juan 
Island National Historical Park have 
determined that, pursuant to 25 U.S.C. 
3001 (2), there is a relationship of 
shared group identity that can be 
reasonably traced between the Native 
American human remains and 
associated funerary objects and the 
Lummi Tribe of the Lummi Reservation, 
Washington. 

Representatives of any other Indian 
tribe that believes itself to be culturally 
affiliated with the human remains and 
associated funerary objects should 
contact Peter Dederich, superintendent, 
San Juan Island National Historical 
Park, P.O. Box 429, Friday Harbor, WA 
98250–04289, telephone (360) 378– 
2240, before August 18, 2008. 
Repatriation of the human remains and 
associated funerary objects to the 
Lummi Tribe of the Lummi Reservation, 
Washington may proceed after that date 
if no additional claimants come 
forward. 

San Juan Island National Historical 
Park is responsible for notifying the 
Lummi Tribe of the Lummi Reservation, 
Washington; Samish Indian Tribe, 
Washington; and Swinomish Indians of 
the Swinomish Reservation, Washington 
that this notice has been published. 

Dated: June 10, 2008 

Sherry Hutt, 
Manager, National NAGPRA Program. 
[FR Doc. E8–16482 Filed 7–17–08; 8:45 am] 

BILLING CODE 4312–50–S 

DEPARTMENT OF THE INTERIOR 

National Park Service 

Notice of Inventory Completion: U.S. 
Department of the Interior, National 
Park Service, San Juan Island National 
Historical Park, Friday Harbor, WA and 
Arizona State Museum, University of 
Arizona, Tucson, AZ 

AGENCY: National Park Service, Interior. 
ACTION: Notice. 

Notice is here given in accordance 
with the Native American Graves 
Protection and Repatriation Act 
(NAGPRA), 25 U.S.C. 3003, of the 
completion of an inventory of human 
remains in the possession of the Arizona 
State Museum, University of Arizona, 
Tucson, AZ, and in the control of the 
U.S. Department of the Interior, San 
Juan Island National Historical Park, 
Friday Harbor, WA. The human remains 
were removed from a prehistoric 
archeological site within the boundaries 
of San Juan Island National Historical 
Park, San Juan County, WA. 

This notice is published as part of the 
National Park Service’s administrative 
responsibilities under NAGPRA, 25 
U.S.C. 3003 (d)(3). The determinations 
in this notice are the sole responsibility 
of the superintendent, San Juan Island 
National Historical Park. 

A detailed assessment of the human 
remains was made by the Arizona State 
Museum and San Juan Island National 
Historical Park professional staff in 
consultation with representatives of the 
Lummi Tribe of the Lummi Reservation, 
Washington; Samish Indian Tribe, 
Washington; and Swinomish Indians of 
the Swinomish Reservation, 
Washington. 

In 1970, human remains representing 
a minimum of two individuals were 
removed from the English Camp Site 
(45–SJ–24) in San Juan County, WA, 
during University of Idaho field school 
excavations directed by Dr. Roderick 
Sprague. The human remains were 
loaned to the Arizona State Museum, 
University of Arizona for non- 
destructive osteological analysis by 
physical anthropologist Walter Birkby. 
Detailed University of Arizona, Physical 
Anthropology Laboratory data sheets 
were completed for both sets of remains 
in May 1974. No known individuals 
were identified. No associated funerary 
objects are present. 

In 1995, the remains were listed on 
the Arizona State Museum NAGPRA 
inventory as culturally unidentifiable. 
In March 2005 National Park Service 
staff informed Arizona State Museum 
that the remains were in control of San 
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Juan Island National Historical Park and 
should be included on the park’s 
inventory. National Park Service staff 
also informed Arizona State Museum 
that cultural affiliation could be 
determined for these remains. 

Based upon skeletal morphology, 
archeological data, geographic context 
and accession documents, the two 
individuals from the English Camp Site 
are of Native American ancestry. Arden 
King’s analysis of archeological data 
from another site on San Juan Island 
resulted in the identification of three 
prehistoric phases, with the most recent 
representing a maritime adaptation that 
is ancestral to historic native 
populations in the United States and 
Canada. Archeological research and 
analysis indicates continuous habitation 
of San Juan Island from approximately 
2,000 years ago through the mid–19th 
century. Recent analysis of shell 
middens at the English Camp Site by 
Professor Julie Stein of the University of 
Washington confirms site formation 
processes for a 2,000 year period. 
Anthropologist Wayne Suttles has 
identified the occupants of San Juan 
Island as Northern Straits language- 
speaking people, a linguistic subset of a 
larger Central Coast Salish population, 
who were ancestors of the Lummi Tribe 
of the Lummi Reservation, Washington. 
Furthermore, Suttles’ anthropological 
research in the late 1940s confirmed 
that the Lummi primarily occupied San 
Juan Island and other nearby islands in 
the contact period and during the early 
history of the Lummi Reservation that 
was established on the mainland in 
1855 through Article II of the Treaty of 
Point Elliott. San Juan Island is within 
the aboriginal territory of the Lummi 
Tribe of the Lummi Reservation, 
Washington. Lummi oral tradition, 
history and anthropological data clearly 
associate the Lummi with San Juan 
Island. 

The National Park Service and the 
Arizona State Museum consulted with 
the Samish Indian Tribe, Washington of 
Anacortes, WA, and the Swinomish 
Indians of the Swinomish Reservation, 
Washington, of La Conner, WA, because 
of their potential cultural affiliation and 
their expressed interests in the human 
remains and associated funerary objects 
from San Juan Island at the Arizona 
State Museum, as well as in an 
inadvertent discovery of Native 
American human remains at San Juan 
Island National Historical Park in 2003. 
The Samish Indian Tribe, Washington is 
closely associated with the Lummi Tribe 
of the Lummi Reservation, Washington 
linguistically and culturally, and the 
Samish regard San Juan Island to be 
within the usual and accustomed 

territory shared by both tribes at the 
time of the Point Elliott Treaty 
negotiations in 1855. In 2006, the 
Samish Indian Tribe, Washington and 
the Lummi Tribe of the Lummi 
Reservation, Washington entered into a 
cooperative agreement to have the 
Lummi Tribe of the Lummi Reservation, 
Washington take the lead in receiving 
repatriated human remains and funerary 
objects from San Juan Island National 
Historical Park. The traditional territory 
of the Swinomish Indians of the 
Swinomish Reservation, Washington is 
on the mainland in the vicinity of La 
Conner, WA, on Whidbey Island and 
Fidalgo Island, the site of their 
reservation. 

Officials of San Juan Island National 
Historical Park have determined that, 
pursuant to 25 U.S.C. 3001 (9–10), the 
human remains described above 
represent the physical remains of two 
individuals of Native American 
ancestry. Lastly, officials of San Juan 
Island National Historical Park have 
determined that, pursuant to 25 U.S.C. 
3001 (2), there is a relationship of 
shared group identity that can be 
reasonably traced between the Native 
American human remains and the 
Lummi Tribe of the Lummi Reservation, 
Washington. 

Representatives of any other Indian 
tribe that believes itself to be culturally 
affiliated with the human remains 
should contact Peter Dederich, 
superintendent, San Juan Island 
National Historical Park, P.O. Box 429, 
Friday Harbor, WA 98250–04289, 
telephone (360) 378–2240, before 
August 18, 2008. Repatriation of the 
human remains to the Lummi Tribe of 
the Lummi Reservation, Washington 
may proceed after that date if no 
additional claimants come forward. 

San Juan Island National Historical 
Park is responsible for notifying the 
Lummi Tribe of the Lummi Reservation, 
Washington; Samish Indian Tribe, 
Washington; and Swinomish Indians of 
the Swinomish Reservation, Washington 
that this notice has been published. 

Dated: June 10, 2008 

Sherry Hutt, 
Manager, National Park Service. 
[FR Doc. E8–16463 Filed 7–17–08; 8:45 am] 

BILLING CODE 4312–50–S 

INTERNATIONAL TRADE 
COMMISSION 

[Investigation No. 337–TA–630] 

In the Matter of Certain Semiconductor 
Chips With Minimized Chip Package 
Size and Products Containing Same 
(III); Notice of Commission 
Determination Not To Review an Initial 
Determination Granting Joint Motion 
To Terminate Investigation as to One 
Respondent Based on Consent Order 
and Settlement Agreement 

AGENCY: U.S. International Trade 
Commission. 
ACTION: Notice. 

SUMMARY: Notice is hereby given that 
the U.S. International Trade 
Commission has determined not to 
review an initial determination (‘‘ID’’) 
(Order No. 17) granting a joint motion 
to terminate the investigation as to one 
respondent based on a consent order 
and settlement agreement. 
FOR FURTHER INFORMATION CONTACT: 
James A. Worth, Office of the General 
Counsel, U.S. International Trade 
Commission, 500 E Street, SW., 
Washington, DC 20436, telephone (202) 
205–3065. Copies of non-confidential 
documents filed in connection with this 
investigation are or will be available for 
inspection during official business 
hours (8:45 a.m. to 5:15 p.m.) in the 
Office of the Secretary, U.S. 
International Trade Commission, 500 E 
Street, SW., Washington, DC 20436, 
telephone (202) 205–2000. General 
information concerning the Commission 
may also be obtained by accessing its 
Internet server (http://www.usitc.gov). 
The public record for this investigation 
may be viewed on the Commission’s 
electronic docket (EDIS) at http:// 
edis.usitc.gov. Hearing-impaired 
persons are advised that information on 
this matter can be obtained by 
contacting the Commission’s TDD 
terminal at (202) 205–1810. 
SUPPLEMENTARY INFORMATION: This 
investigation was instituted on January 
14, 2008, based upon a complaint filed 
on behalf of Tessera, Inc. of San Jose, 
California (‘‘Tessera’’), on December 21, 
2007, and supplemented on December 
28, 2007. 73 FR 2276 (January 14, 2008). 
The complaint alleged violations of 
subsection (a)(1)(B) of section 337 of the 
Tariff Act of 1930 (19 U.S.C. 1337) in 
the importation into the United States, 
the sale for importation, and the sale 
within the United States after 
importation of certain semiconductor 
chips with minimized chip package size 
or products containing same by reason 
of infringement of various claims of 
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United States Patent Nos. 5,663,106; 
5,679,977; 6,133,627; and 6,458,681 
(‘‘the ’681 patent’’). The notice of 
investigation named eighteen firms as 
respondents. 

On June 20, 2008, the Commission 
issued notice of its determination not to 
review an ID terminating the 
investigation with respect to the ’681 
patent. 

On May 23, 2008, Tessera and 
respondent International Products 
Sourcing Group, Inc., filed a motion 
pursuant to Commission Rule 210.21(b) 
and (c) to terminate the investigation 
based upon a settlement agreement and 
consent order. On June 16, 2008, the 
presiding administrative law judge 
issued the subject ID, granting the 
motion. No petitions for review were 
filed. The Commission has determined 
not to review the subject ID. 

This action is taken under the 
authority of section 337 of the Tariff Act 
of 1930, as amended (19 U.S.C. 1337), 
and of section 210.42(h) of the 
Commission’s Rules of Practice and 
Procedure (19 CFR 210.42(h)). 

By order of the Commission. 
Issued: July 14, 2008. 

Marilyn R. Abbott, 
Secretary to the Commission. 
[FR Doc. E8–16479 Filed 7–17–08; 8:45 am] 
BILLING CODE 7020–02–P 

INTERNATIONAL TRADE 
COMMISSION 

[Investigation No. 332–478; Investigation 
No. 332–491] 

U.S.-China Trade: Implications of U.S.- 
Asia-Pacific Trade and Investment 
Trends; China: Government Policies 
Affecting U.S. Trade in Selected 
Sectors 

AGENCY: United States International 
Trade Commission. 
ACTION: Termination of investigations. 

SUMMARY: Pursuant to a request from the 
Chairman of the House Committee on 
Ways and Means, the Commission has 
terminated investigations No. 332–478, 
U.S.-China Trade: Implications of U.S.- 
Asia-Pacific Trade and Investment 
Trends, and No. 332–491, China: 
Government Policies Affecting U.S. 
Trade in Selected Sectors. Both 
investigations had been requested by the 
Committee on Ways and Means. 
ADDRESSES: All Commission offices are 
located in the United States 
International Trade Commission 
Building, 500 E Street, SW., 
Washington, DC. All written 
submissions should be addressed to the 

Secretary, United States International 
Trade Commission, 500 E Street, SW., 
Washington, DC 20436. The public 
record for this investigation may be 
viewed on the Commission’s electronic 
docket (EDIS) at http://www.usitc.gov/ 
secretary/edis.htm. 
FOR FURTHER INFORMATION CONTACT: 
Information may be obtained from 
William Gearhart of the Commission’s 
Office of the General Counsel (202–205– 
3091 or william.gearhart@usitc.gov). 
The media should contact Margaret 
O’Laughlin, Office of External Relations 
(202–205–1819 or 
margaret.olaughlin@usitc.gov). Hearing- 
impaired individuals may obtain 
information on this matter by contacting 
the Commission’s TDD terminal at 202– 
205–1810. General information 
concerning the Commission may also be 
obtained by accessing its Internet server 
(http://www.usitc.gov). The public 
record for this investigation may be 
viewed on the Commission’s electronic 
docket (EDIS–ONLINE) at http:// 
www.usitc.gov/secretary/edis.htm. 
Persons with mobility impairments who 
will need special assistance in gaining 
access to the Commission should 
contact the Office of the Secretary at 
202–205–2000. 

By order of the Commission. 
Issued: July 15, 2008. 

Marilyn R. Abbott, 
Secretary to the Commission. 
[FR Doc. E8–16480 Filed 7–17–08; 8:45 am] 
BILLING CODE 7020–02–P 

DEPARTMENT OF JUSTICE 

Notice of Public Comment Period for 
Consent Decree Under the 
Comprehensive Environmental 
Response, Compensation, and Liability 
Act 

Notice is hereby given that, for a 
period of 30 days, the United States will 
receive public comments on a proposed 
Consent Decree in United States v. Larry 
Delatte (‘‘Delatte Consent Decree’’) 
(Civil Action No. 2:08–cv–3907), which 
was lodged with the United States 
District Court for the Eastern District of 
Louisiana on July 10, 2008. The 
proposed Consent Decree was lodged 
simultaneously with a Complaint filed 
against Larry Delatte. 

The Complaint seeks recovery of 
response costs under Section 107 of the 
Comprehensive Environmental 
Response, Compensation, and Liability 
Act of 1980, as amended by the 
Superfund Amendments and 
Reauthorization Act of 1986 
(‘‘CERCLA’’), 42 U.S.C. 9601 et seq. The 

Complaint alleges that Larry Delatte is 
civilly liable for response costs incurred 
by the United States in relation to the 
Delatte Metals Superfund Site near 
Ponchatoula, Tangipahoa Parish, 
Louisiana. Under the Consent Decree, 
Larry Delatte will pay $10,000 in 
reimbursement of past costs. 

Comments should be addressed to the 
Assistant Attorney General, 
Environment and Natural Resources 
Division, and may be submitted to: P.O. 
Box 7611, U.S. Department of Justice, 
Washington, DC 20044–7611, or via e- 
mail to pubcomment- 
ees.enrd@usdoj.gov, and should refer to 
United States v. Larry Delatte, D.J. Ref. 
90–11–3–09127. 

The Consent Decree may be examined 
at the Office of the United States 
Attorney, Eastern District of Louisiana, 
500 Poydras Street, 2nd Floor, New 
Orleans, Louisiana. During the public 
comment period the Delatte Consent 
Decree may also be examined on the 
following Department of Justice Web 
site: http://www.usdoj.gov/enrd/
Consent_Decrees.html. A copy of the 
Delatte Consent Decree also may be 
obtained by mail from the Consent 
Decree Library, P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611 or by faxing or e-mailing a 
request to Tonia Fleetwood 
(tonia.fleetwood@usdoj.gov), fax no. 
(202) 514–0097, phone confirmation 
number (202) 514–1547. In requesting a 
copy from the Consent Decree Library, 
please enclose a check in the amount of 
$4.00 (25 cents per page reproduction 
cost) payable to the U.S. Treasury. 

Thomas A. Mariani, Jr., 
Assistant Section Chief, Environmental 
Enforcement Section, Environment and 
Natural Resources Division. 
[FR Doc. E8–16391 Filed 7–17–08; 8:45 am] 
BILLING CODE 4410–15–P 

EXECUTIVE OFFICE OF THE 
PRESIDENT 

Office of National Drug Control Policy 

Drug-Free Communities Support 
Program National Evaluation and 
STOP Act Program National 
Evaluation; Proposed Information 
Collection; Notice of 60-Day Public 
Comment Period 

AGENCY: Executive Office of the 
President, Office of National Drug 
Control Policy. 
ACTION: Notice of 60-day public 
comment period. 

SUMMARY: In compliance with the 
requirement of Section 3506(c)(2)(A) of 
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the Paperwork Reduction Act of 1995, 
the Executive Office of the President, 
Office of National Drug Control Policy, 
Drug Free Communities (DFC) Support 
Program is publishing the following 
summary of proposed information 
collections for public comment. This 
notice also includes a summary of 
proposed information collection for the 
Substance Abuse and Mental Health 
Services Administration Sober Truth on 
Preventing Underage Drinking (STOP 
Act) Program, which will fund current 
and past DFC grantees. The STOP 
program will be evaluated based on the 
same data already being collected for 
the ONDCP DFC program. No additional 
data will be required of respondents. 
Interested persons are invited to send 
comments regarding this burden 
estimate or any other aspect of this 
collection of information, including any 
of the following subjects: (1) The 
necessity and utility of the proposed 
information collection for the proper 
performance of the programs’ functions; 
(2) the accuracy of the estimated 
burden; (3) ways to enhance the quality, 
utility and clarity of the information to 
be collected; and (4) the use of 
automated collection techniques or 
other forms of information technology to 
minimize the information collection 
burden. 

Executive Office of the President, 
Office of National Drug Control Policy is 
requesting OMB review and approval of 
this information collection. Written 
comments and/or recommendations will 
be accepted from the public if received 
by the individuals designated below 
within 60 days from the date of 
publication. 

Type of Information Collection 
Request: New collection. 

Title: Drug-Free Communities (DFC) 
Support Program National Evaluation; 
Sober Truth on Preventing Underage 

Drinking (STOP Act) Program National 
Evaluation. 

Use: 
1. The DFC Support Program is an 

integral component of the National Drug 
Control Strategy and a requirement of 
Healthy People 2010. The DFC has two 
primary goals: (1) Reduce substance 
abuse among youth by addressing local 
risk and protective factors to minimize 
the likelihood of subsequent substance 
abuse in the community; and (2) 
support community anti-drug coalitions 
in becoming self-sufficient by 
establishing, strengthening, and 
fostering collaboration among public 
and private nonprofit agencies, as well 
as federal, state, local, and tribal 
governments to prevent and reduce 
substance abuse. 

A National Evaluation of the DFC 
Support Program commenced in 
September 2004 to assess the program’s 
implementation and effectiveness. The 
major purpose of the DFC Support 
Program National Evaluation is to 
design and implement a rigorous 
evaluation and to support an effective 
grant monitoring and tracking system. 

The National Evaluation will make 
use of two separate collection 
instruments to gather information. The 
Monitoring and Tracking Questionnaire 
(online tool) will serve as a semi-annual 
report for DFC grantees and will provide 
information for ONDCP, SAMHSA and 
the National Evaluation. The Typology 
Classification Questionnaire will be 
used on an annual basis to classify 
respondents into a coalition typology 
developed by the evaluation contractor 
and will provide information for 
ONDCP and the National Evaluation. 

Frequency: Semi-annually and 
annually. 

Affected Public: Anti-Drug Coalitions. 
Type of Respondents: Directors of 

Anti-Drug Coalitions or their designees. 

2. The purpose of the STOP Act 
program is to prevent and reduce 
alcohol use among youth in 
communities throughout the United 
States. It was created to strengthen 
collaboration among communities, the 
Federal Government, and State, local 
and tribal governments; to enhance 
intergovernmental cooperation and 
coordination on the issue of alcohol use 
among youth; to serve as a catalyst for 
increased citizen participation and 
greater collaboration among all sectors 
and organizations of a community that 
first demonstrates a long-term 
commitment to reducing alcohol use 
among youth; and to disseminate to 
communities timely information 
regarding state-of-the-art practices and 
initiatives that have proven to be 
effective in preventing and reducing 
alcohol use among youth. 

The statutory authority for this 
program limits eligibility to domestic 
public and private nonprofit entities 
that are currently grantee organizations 
receiving or having received grant funds 
under the Drug-Free Communities 
Program (DFC). STOP Act grants are 
authorized under the Public Health 
Service (PHS) Act (42 U.S.C. 290bb– 
25b), Section 519B. 

The National Evaluation will make 
use of one collection instrument to 
gather information. The Monitoring and 
Tracking Questionnaire (online tool) 
will serve as a semi-annual report for 
STOP Act grantees and will provide 
information for SAMHSA. 

Frequency: Semi-annually. 
Affected Public: Current or prior Drug 

Free Communities Anti-Drug Coalitions. 
Type of Respondents: Directors or 

their designees. 
Estimated annual burden is as 

follows: 

Type of respondents Estimated number 
of respondents 

Estimated number 
of responses per 

respondent 

Average burden 
per response 

(in hours) 

Total annual 
burden 

(in hours) 

Instrument: Monitoring and Tracking Questionnaire (Quarterly Report) 

DFC Grantee Program Directors* ................................. 735 2 3 .0 4410 
STOP Act (Prior DFC ) Grantee Program Directors** .. 16 2 3 .0 96 

Instrument: Typology Classification Questionnaire 

DFC Grantee Program Directors ................................... 735 1 .75 551.25 

Total DFC ............................................................... ................................ ................................ .................................. 4961.25 

Total STOP Act ...................................................... ................................ ................................ .................................. 96 

Total ................................................................. ................................ ................................ .................................. 5075.25 

* Includes approximately 64 STOP act grantees who are also DFC grantees. 
** Includes approximately 16 STOP act grantees who were prior DFC grantees. 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 15 U.S.C. 78s(b)(3)(A)(iii). 
4 17 CFR 240.19b–4(f)(5). 

The only cost to respondents is time 
they spend completing the 
questionnaire(s). Data collected from 
grantees will be made available to them 
for planning, implementation, and 
evaluation purposes. Both programs will 
use the same on-line data collection and 
reporting system as currently used by 
ONDCP’s DFC program grantees. There 
are no Capital Costs to report. There are 
no Operating or Maintenance Costs to 
report. 

Request for Comments: Written 
comments and/or recommendations 
from the public and affected entities are 
invited on one or more of the following 
points: (1) Whether the proposed 
collection of information is necessary 
for the proper performance or the 
functions of the DFC or STOP Act 
programs, including whether the 
information will have practical utility; 
(2) The accuracy of the agency’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) Ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) 
Ways to minimize the burden of the 
collection of information those who are 
able to respond, including the use of 
appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology. 

Comment Deadline: Comments 
regarding these proposed information 
collections must be mailed and/or faxed 
to the designee listed below, within 60- 
days of the date of this publication: 

Executive Office of the President, 
Office of National Drug Control Policy, 
Drug Free Communities Support 
Program, Attention: Kenneth Shapiro, 
Policy Analyst, Washington, DC 20503, 
Fax Number: 202–395–6641. 

FOR FURTHER INFORMATION CONTACT: To 
request more information on the 
proposed information collections or to 
obtain a copy of the information 
collection plans and/or instruments, 
contact, Kenneth Shapiro, at the above 
address or via email or phone at: 
kshapiro@ondcp.eop.gov, 202–395– 
4681. 

Dated: July 14, 2008. 

Linda V. Priebe, 
Assistant General Counsel, Office of National 
Drug Control Policy. 
[FR Doc. E8–16433 Filed 7–17–08; 8:45 am] 

BILLING CODE 3180–02–P 

NUCLEAR REGULATORY 
COMMISSION 

Sunshine Federal Register Notice 

AGENCY HOLDING THE MEETINGS: Nuclear 
Regulatory Commission. 
DATE: Week of July 21, 2008. 
PLACE: Commissioners’ Conference 
Room, 11555 Rockville Pike, Rockville, 
Maryland. 
STATUS: Public and Closed. 
ADDITIONAL ITEMS TO BE CONSIDERED:  

Week of July 21, 2008—Tentative 

Wednesday, July 23, 2008 

1:25 p.m. 
Affirmation Session (Public Meeting) 

(Tentative). 
a. U.S. Department of Energy (High 

Level Waste Repository)—Petitions 
of the State of Nevada and Dr. Jacob 
Paz to Reject the Department of 
Energy’s (DOE) Application to 
Construct a Geologic Repository at 
Yucca Mountain, Nevada 
(Tentative). 

b. Progress Energy Carolinas Inc. 
(Shearon Harris Nuclear Power 
Plant, Units 2 and 3)—Motion by 
the North Carolina Waste 
Awareness and Reduction Network 
(NC WARN) to Immediately 
Suspend the Hearing Notice and 
Request for Expedited 
Consideration (Tentative). 

* The schedule for Commission 
meetings is subject to change on short 
notice. To verify the status of meetings, 
call (recording)—(301) 415–1292. 
Contact person for more information: 
Michelle Schroll, (301) 415–1662. 

The NRC Commission Meeting 
Schedule can be found on the Internet 
at: http://www.nrc.gov/about-nrc/policy- 
making/schedule.html. 

The NRC provides reasonable 
accommodation to individuals with 
disabilities where appropriate. If you 
need a reasonable accommodation to 
participate in these public meetings, or 
need this meeting notice or the 
transcript or other information from the 
public meetings in another format (e.g., 
braille, large print), please notify the 
NRC’s Disability Program Coordinator, 
Rohn Brown, at 301–492–2279, TDD: 
301–415–2100, or by e-mail at 
REB3@nrc.gov. Determinations on 
requests for reasonable accommodation 
will be made on a case-by-case basis. 

This notice is distributed by mail to 
several hundred subscribers; if you no 
longer wish to receive it, or would like 
to be added to the distribution, please 
contact the Office of the Secretary, 
Washington, DC 20555 (301–415–1969). 
In addition, distribution of this meeting 

notice over the Internet system is 
available. If you are interested in 
receiving this Commission meeting 
schedule electronically, please send an 
electronic message to dkw@nrc.gov. 

Dated: July 15, 2008. 

R. Michelle Schroll, 
Office of the Secretary. 
[FR Doc. 08–1446 Filed 7–16–08; 10:33 am] 

BILLING CODE 7590–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58140; File No. SR–BSE– 
2008–40] 

Self-Regulatory Organizations; Boston 
Stock Exchange, Inc.; Notice of Filing 
and Immediate Effectiveness of a 
Proposed Rule Change Relating to a 
New Quote Removal Mechanism Upon 
Technical Disconnect 

July 10, 2008. 

Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 
(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on July 8, 
2008, the Boston Stock Exchange, Inc. 
(‘‘BSE’’ or ‘‘Exchange’’) filed with the 
Securities and Exchange Commission 
(‘‘Commission’’) the proposed rule 
change as described in Items I, II, and 
III below, which Items have been 
prepared by the self-regulatory 
organization. The Exchange filed the 
proposed rule change pursuant to 
Section 19(b)(3)(A)(iii) of the Act,3 and 
Rule 19b–4(f)(5) thereunder,4 which 
renders the proposal effective upon 
filing with the Commission. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange is proposing to amend 
Chapter VI of the Boston Options 
Exchange Group LLC (‘‘BOX’’) Rules to 
add Section 16, Quote Removal 
Mechanism Upon Technical Disconnect 
(‘‘Quote Removal Mechanism’’). The 
text of the proposed rule change is 
available at http:// 
www.bostonstock.com, the principal 
office of the Exchange, and the 
Commission’s Public Reference Room. 
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5 References herein to the term Trading Host will 
have the meaning as set forth in Section 1(a)(65) of 
Chapter I of the BOX Rules. 

6 A ‘‘Gateway’’ is the system component through 
which Market Makers communicate their quotes to 
the Trading Host. See Proposed Chapter VI, Section 
16, Supplementary Material .01, BOX Rules. 

7 A Heartbeat message is a communication which 
acts as a virtual pulse between a Gateway and the 
Trading Host. The Heartbeat message sent by the 
Gateway and subsequently received by the Trading 
Host allows the Trading Host to continually 
monitor its connection with the Gateways. 

8 The Exchange will notify Market Makers via 
Regulatory Circular as to the setting of ‘‘n’’ seconds. 
This value will be configurable by the Exchange 
and any subsequent re-configurations will be 
announced to Market Makers via Regulatory 
Circular. In no event shall ‘‘n’’ seconds be set for 
less than one (1) second or greater than nine (9) 
seconds. 

9 For the purposes of this example only, ‘‘n’’ will 
be set at 5 seconds. 

10 See Section 6(d) of Chapter VI of the BOX 
Rules. 

11 15 U.S.C. 78f(b). 
12 15 U.S.C. 78f(b)(5). 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of, 
and basis for, the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text 
of these statements may be examined at 
the places specified in Item IV below. 
The self-regulatory organization has 
prepared summaries, set forth in 
Sections A, B, and C below, of the most 
significant aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The Exchange is proposing to amend 

the BOX Rules to add a new Quote 
Removal Mechanism in order to protect 
BOX Market Makers in the event that 
they lose communication with the BOX 
Trading Host 5 due to a loss of 
connectivity between their designated 
BOX Gateway 6 and the BOX Trading 
Host. 

BOX Market Makers currently enter 
quotes into the Trading Host via 
Gateways. BOX currently has several 
Gateways, and multiple Market Makers 
may connect to the Trading Host 
through a single Gateway. All the quotes 
for each class to which a Market Maker 
is assigned may be sent through a 
particular Gateway or, alternatively, a 
single Market Maker may have the 
quotes for separate classes to which it is 
assigned sent through different 
Gateways. Under the proposed rule, if 
the Trading Host does not receive any 
Heartbeat messages (‘‘Heartbeat’’) 7 from 
a Gateway for a specified period of time, 
the Quote Removal Mechanism will 
automatically cancel all Market Maker 
quotes that were posted through the 
affected Gateway. 

As proposed, the Quote Removal 
Mechanism will monitor the 
connections between the Trading Host 
and the Gateways. The Trading Host 
will continuously count the number of 

seconds (‘‘n’’) (the ‘‘Counter’’) since the 
last Heartbeat message was received 
from a particular Gateway. Each 
Heartbeat message received by the 
Trading Host from a particular Gateway 
will restart the Counter for that 
particular Gateway. The Quote Removal 
Mechanism will be triggered, and a 
Market Maker’s quotes will 
automatically be removed from the 
Trading Host, if the Counter reaches ‘‘n’’ 
seconds. 

Any non-connectivity is Gateway- 
specific. Therefore, the cancellation of 
the Market Makers’ quotes entered into 
the Trading Host via a particular 
Gateway will neither impact nor 
determine the treatment of the quotes of 
the same or other Market Makers 
entered into the Trading Host via a 
separate and distinct Gateway. After the 
Quote Removal Mechanism is 
employed, and upon a reconnection 
between the Gateway and the Trading 
Host, the Trading Host will send a 
message to the affected Market Makers 
informing them that their quotes 
through the specific affected Gateway 
have been automatically cancelled. 

The period of non-connectivity that 
will trigger the removal of the Market 
Makers’ quotes via the Quote Removal 
Mechanism will be standard for all 
Market Makers.8 The Quote Removal 
Mechanism will be enabled for all 
Market Makers on their appointed 
options classes during the trading day 
and may not be disabled by the Market 
Makers. 

The following examples illustrate the 
manner in which the Quote Removal 
Mechanism will function: 9 
(1) 11:30:00—Counter starts 

11:30:02—Trading Host receives a 
Heartbeat message from Gateway 1. 
Counter re-starts 

(2) 3:30:00—Counter starts 
3:30:02:—Trading Host receives a 

Heartbeat message from Gateway 1. 
Counter re-starts 

3:30:07—No Heartbeat messages 
received from Gateway 1 after 5 
seconds. Pursuant to the proposed 
Quote Removal Mechanism, all 
Market Maker quotes entered 
through Gateway 1 are removed 
from the Trading Host. 

As demonstrated above, the Counter 
will restart for a Gateway each time the 

Trading Host receives a Heartbeat 
message from that particular Gateway. 
Once connectivity to the Gateway is 
reestablished, the Market Makers 
affected by the mechanism will be able 
to send messages to the Trading Host in 
order to reestablish their quotes. Any 
quotes affected by the Quote Removal 
Mechanism, including quotes that are 
removed from the Trading Host and/or 
quotes sent to BOX during the period of 
non-connectivity, will not be taken into 
account when determining whether a 
Market Maker has fulfilled its 
continuous quoting obligations on 
BOX.10 Only after connectivity to the 
Gateway has been reestablished will 
quotes once again be taken into account 
for this purpose. 

2. Statutory Basis 

The Exchange believes that the 
proposal is consistent with the 
requirements of Section 6(b) of the 
Act,11 in general, and Section 6(b)(5) of 
the Act,12 in particular, in that the 
proposal is designed to prevent 
fraudulent and manipulative acts and 
practices, to promote just and equitable 
principles of trade, to remove 
impediments to and perfect the 
mechanism of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest. The Exchange believes 
that this proposed rule change will 
benefit the marketplace because it will 
reduce the risk of erroneous or stale 
quotes on the BOX Book in the event 
that the Trading Host loses connectivity 
with a Gateway. Furthermore, the 
proposed Quote Removal Mechanism 
will provide for the protection of Market 
Makers, who must bear the burden of 
market risk for stale quotes caused by 
circumstances outside of their control, 
as well as for the protection of investors 
and the efficiency and fairness of the 
markets as a whole. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition not 
necessary or appropriate in furtherance 
of the purposes of the Act. 
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13 15 U.S.C. 78s(b)(3)(A)(iii). 
14 17 CFR 19b–4(f)(5). 

15 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

3 15 U.S.C. 78s(b)(3)(A)(iii). 
4 17 CFR 240.19b–4(f)(6). 
5 CBOE recently deleted reference to Remote 

Market-Makers in its rules. All Remote Market- 
Makers are now called Market-Makers. See 
Securities Exchange Act Release No. 57615 (April 
3, 2008), 73 FR 19537 (April 10, 2008) (SR–CBOE– 
2007–120). 

6 Presently, only three option classes are not 
traded on the Hybrid 2.0 Platform—MVR, OEX, and 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants or Others 

The Exchange has neither solicited 
nor received comments on the proposed 
rule change. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The foregoing rule change has become 
effective pursuant to Section 
19(b)(3)(A)(iii) of the Act 13 and Rule 
19b–4(f)(5) 14 thereunder because the 
foregoing proposed rule change does 
not: (i) Significantly affect the 
protection of investors or the public 
interest; (ii) impose any significant 
burden on competition; and (iii) have 
the effect of limiting the access to or 
availability of an existing order entry or 
trading system of the Exchange. 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission may summarily abrogate 
the rule change if it appears to the 
Commission that the action is necessary 
or appropriate in the public interest, for 
the protection of investors, or would 
otherwise further the purposes of the 
Act. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s Internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–BSE–2008–40 on the 
subject line. 

Paper Comments 
• Send paper comments in triplicate 

to Secretary, Securities and Exchange 
Commission, Station Place, 100 F Street, 
NE., Washington, DC 20549–1090. 

All submissions should refer to File 
Number SR–BSE–2008–40. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 

submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of such filings also will be 
available for inspection and copying at 
the principal office of BSE. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make publicly available. All 
submissions should refer to File 
Number SR–BSE–2008–40 and should 
be submitted on or before August 8, 
2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.15 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–16401 Filed 7–17–08; 8:45 am] 
BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58153; File No. SR–CBOE– 
2008–67] 

Self-Regulatory Organizations; 
Chicago Board Options Exchange, 
Incorporated; Notice of Filing and 
Immediate Effectiveness of Proposed 
Rule Change To Delete References to 
Hybrid 2.0 Platform and Hybrid 2.0 
Option Classes 

July 14, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 (the 
‘‘Act’’) 1 and Rule 19b–4 thereunder,2 
notice is hereby given that on July 9, 
2008, the Chicago Board Options 
Exchange, Incorporated (the ‘‘Exchange’’ 
or ‘‘CBOE’’) filed with the Securities 
and Exchange Commission (the 
‘‘Commission’’) the proposed rule 
change as described in Items I and II 
below, which Items have been prepared 
by the Exchange. The Exchange filed the 
proposal as a ‘‘non-controversial’’ 

proposed rule change pursuant to 
Section 19(b)(3)(A)(iii) of the Act 3 and 
Rule 19b–4(f)(6) thereunder.4 The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes to amend its 
rules to delete references to Hybrid 2.0 
option classes and the Hybrid 2.0 
Platform. The text of the proposed rule 
change is available at the Exchange, the 
Commission’s Public Reference Room, 
and http://www.cboe.org/Legal. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of, 
and basis for, the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text 
of those statements may be examined at 
the places specified in Item IV below. 
The Exchange has prepared summaries, 
set forth in sections A, B, and C below, 
of the most significant parts of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
CBOE proposes to amend its rules to 

delete references to Hybrid 2.0 option 
classes and the Hybrid 2.0 Platform. 
Initially, when CBOE implemented its 
Hybrid Trading System in 2003, it 
permitted Market-Makers to stream 
electronic quotes in their appointed 
classes provided they were physically 
present at the trading station. CBOE 
subsequently implemented an enhanced 
version of Hybrid called the Hybrid 2.0 
Platform which allowed remote quoting 
in option classes, i.e., Hybrid 2.0 option 
classes. (See Rule 1.1(aaa).) Over time, 
CBOE migrated nearly all of its option 
classes to the Hybrid 2.0 Platform and 
permitted Market-Makers and formerly 
Remote Market-Makers 5 to quote 
remotely.6 
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SPX. These three option classes are traded on the 
Hybrid 3.0 Platform, which is an electronic trading 
platform on the Hybrid Trading System that allows 
a single quoter to submit an electronic quote which 
represents the aggregate Market-Maker quoting 
interest in a series for the trading crowd. (See Rule 
1.1(aaa).) CBOE is not deleting reference to the 
Hybrid 3.0 Platform in this rule filing. 

7 15 U.S.C. 78f(b)(5). 

8 15 U.S.C. 78s(b)(3)(A). 
9 17 CFR 240.19b–4(f)(6). 
10 17 CFR 240.19b–4(f)(6)(iii). 
11 See id. 
12 Id. 
13 For purposes only of waiving the 30-day 

operative delay, the Commission has considered the 
proposed rule’s impact on efficiency, competition, 
and capital formation. See 15 U.S.C. 78c(f). 

In light of these changes, CBOE no 
longer believes it is necessary to 
distinguish in its rules between Hybrid 
option classes and Hybrid 2.0 option 
classes. Accordingly, CBOE proposes to 
delete the references in its rules to the 
Hybrid 2.0 Platform and Hybrid 2.0 
option classes. Going forward, all option 
classes, except for the three traded on 
the Hybrid 3.0 Platform, would be 
referred to as Hybrid classes and traded 
on the Hybrid Trading System. CBOE 
also proposes to delete reference to 
‘‘non-Hybrid’’ classes, since there are 
not any of these classes. Finally, CBOE 
proposes to make other technical 
changes to its rules necessitated by the 
deletion of Hybrid 2.0 option classes 
and the Hybrid 2.0 Platform, such as 
deleting duplicative material. 

CBOE believes that the foregoing 
changes to the rules are simply 
administrative in nature and are not 
substantive. 

2. Statutory Basis 
The Exchange believes the proposed 

rule change is consistent with the Act 
and the rules and regulations under the 
Act applicable to a national securities 
exchange and, in particular, the 
requirements of Section 6(b) of the Act. 
Specifically, the Exchange believes the 
proposed rule change is consistent with 
the Section 6(b)(5) Act 7 requirements 
that the rules of an exchange be 
designed to promote just and equitable 
principles of trade, to prevent 
fraudulent and manipulative acts and, 
in general, to protect investors and the 
public interest. Deleting the references 
to Hybrid 2.0 option classes and the 
Hybrid 2.0 Platform also will eliminate 
any confusion regarding the trading 
platforms on which certain option 
classes trade. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

CBOE does not believe that the 
proposed rule change will impose any 
burden on competition not necessary or 
appropriate in furtherance of the 
purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

The Exchange neither solicited nor 
received comments on the proposal. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the proposed rule change 
does not: (i) Significantly affect the 
protection of investors or the public 
interest; (ii) impose any significant 
burden on competition; and (iii) become 
operative for 30 days after the date of 
filing, or such shorter time as the 
Commission may designate if consistent 
with the protection of investors and the 
public interest, the proposed rule 
change has become effective pursuant to 
Section 19(b)(3)(A) of the Act 8 and 
subparagraph (f)(6) of Rule 19b–4 
thereunder.9 As required under Rule 
19b–4(f)(6)(iii),10 CBOE provided the 
Commission with written notice of its 
intent to file the proposed rule change, 
along with a brief description and text 
of the proposed rule change, at least 5 
days prior to the filing of the proposed 
rule change. 

A proposed rule change filed under 
Rule 19b–4(f)(6) normally may not 
become operative prior to the 30th day 
after the date of filing.11 However, Rule 
19b–4(f)(6)(iii) 12 permits the 
Commission to designate a shorter time 
if such action is consistent with the 
protection of investors and the public 
interest. CBOE requested that the 
Commission waive the 30-day operative 
delay and make the proposed rule 
change operative upon filing because 
deleting the references to Hybrid 2.0 
option classes and the Hybrid 2.0 
Platform is administrative in nature and 
does not substantively change CBOE’s 
rules. Additionally, by making these 
changes, CBOE believes it will eliminate 
confusion as to the whether an option 
class is traded on the Hybrid Trading 
System or Hybrid 2.0 Platform. For 
these reasons, the Commission believes 
that waiving the 30-day operative delay 
is consistent with the protection of 
investors and the public interest. 
Accordingly, the Commission 
designates the proposed rule change 
operative upon filing with the 
Commission.13 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission may summarily abrogate 
the rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 

interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–CBOE–2008–67 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 

All submissions should refer to File 
Number SR–CBOE–2008–67. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of such filing also will be 
available for inspection and copying at 
the principal office of the Exchange. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–CBOE–2008–67 and should 
be submitted on or before August 8, 
2008. 
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14 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 

3 See Securities Exchange Act Release No. 56128 
(July 24, 2007), 72 FR 42161 (August 1, 2007) (SR– 
ISE–2007–55) (Notice of Filing and Order Granting 
Accelerated Approval of Proposed Rule Change 
Relating to Linkage Fees). 

4 Pursuant to other pilot programs, certain linkage 
fees may not apply during the Linkage pilot 
program. 

5 The ISE charges these fees only to its Members, 
generally firms who clear P Orders and P/A Orders 
for market makers on the other linked exchanges. 

6 15 U.S.C. 78s(b)(3)(A). 
7 17 CFR 240.19b–4(f)(6). 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.14 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–16460 Filed 7–17–08; 8:45 am] 
BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58143; File No. SR–ISE– 
2008–52] 

Self-Regulatory Organizations; 
International Securities Exchange, 
LLC; Notice of Filing and Immediate 
Effectiveness of Proposed Rule 
Change Relating to Linkage Fees 

July 11, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 (the 
‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on June 24, 
2008, the International Securities 
Exchange, LLC (the ‘‘Exchange’’ or the 
‘‘ISE’’) filed with the Securities and 
Exchange Commission the proposed 
rule change as described in Items I, II, 
and III below, which items have been 
prepared by the self-regulatory 
organization. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The ISE is proposing to extend 
through July 31, 2009 the current pilot 
program regarding transaction fees 
charged for trades executed through the 
intermarket options linkage (‘‘Linkage’’). 
The text of the proposed rule change is 
available at the Exchange, the 
Commission’s Public Reference Room, 
and http://www.ise.com. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of, 
and basis for, the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text 
of these statements may be examined at 
the places specified in Item IV below. 
The self-regulatory organization has 
prepared summaries, set forth in 

sections A, B and C below, of the most 
significant aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The purpose of this proposed rule 

change is to extend for one year the 
pilot program establishing ISE fees for 
Principal Orders (‘‘P Orders’’) and 
Principal Acting as Agent Orders (‘‘P/A 
Orders’’) sent through Linkage and 
executed on the ISE. The fees currently 
are effective for a pilot period scheduled 
to expire on July 31, 2008.3 This filing 
would extend the pilot program for 
another year, through July 31, 2009. The 
ISE fees affected by this filing are: The 
Linkage P Order fee of $0.24 per 
contract; the Linkage P/A Order fee of 
$0.15 per contract; a surcharge fee of 
between $0.05 and $0.15 for trading 
certain licensed products; and a $0.03 
comparison fee (collectively ‘‘linkage 
fees’’).4 These are the same fees that all 
ISE Members pay for non-customer 
transactions executed on the Exchange.5 
The ISE does not charge for the 
execution of Satisfaction Orders sent 
through Linkage and is not proposing to 
charge for such orders. 

The Exchange believes it is 
appropriate to charge fees for P Orders 
and P/A Orders executed through 
Linkage. Notably, while market makers 
on competing exchanges always can 
match a better price on the ISE, they 
never are obligated to send orders to the 
ISE through Linkage. However, if such 
market makers do seek the ISE’s 
liquidity, whether through conventional 
orders or through the use of P Orders or 
P/A Orders, ISE believes it is 
appropriate to charge its Members the 
same fees levied on other non-customer 
orders. ISE appreciates that there has 
been limited experience with Linkage 
and that the Commission is continuing 
to study Linkage in general and the 
effect of fees on Linkage trading. Thus, 
this filing would extend the status quo 
with Linkage fees for an additional year. 
The Exchange is making no substantive 
changes to the way the pilot is currently 
operating, other than to extend the date 
of operation through July 31, 2009. 

2. Statutory Basis 
The basis under the Exchange Act for 

this proposed rule change is the 
requirement under Section 6(b)(4) that 
an exchange have an equitable 
allocation of reasonable dues, fees and 
other charges among its members and 
other persons using its facilities. As 
discussed above, the ISE believes that 
this proposed rule change will equitably 
allocate fees by having all non-customer 
users of ISE transaction services pay the 
same fees. The Exchange believes that, 
if it were not to charge Linkage fees, the 
Exchange’s fee would not be equitable, 
in that ISE Members would be 
subsidizing the trading of their 
competitors, all of whom access the 
same trading services. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The proposed rule change does not 
impose any burden on competition that 
is not necessary or appropriate in 
furtherance of the purposes of the Act. 
Moreover, failing to adopt the proposed 
rule change would impose a burden on 
competition by requiring ISE Members 
to subsidize the trading of their 
competitors. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

The Exchange has not solicited, and 
does not intend to solicit, comments on 
this proposed rule change. The 
Exchange has not received any 
unsolicited written comments from 
members or other interested parties. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the foregoing proposed rule 
change does not: (i) Significantly affect 
the protection of investors or the public 
interest; (ii) impose any significant 
burden on competition; and (iii) become 
operative for 30 days from the date on 
which it was filed, or such shorter time 
as the Commission may designate, it has 
become effective pursuant to Section 
19(b)(3)(A) of the Act 6 and Rule 19b– 
4(f)(6) thereunder.7 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission may summarily abrogate 
such rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 
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8 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 15 U.S.C. 78s(b)(3)(A)(ii). 
4 17 CFR 240.19b–4(f)(2). 5 See Amendment No. 1. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–ISE–2008–52 on the subject 
line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 

All submissions should refer to File 
Number SR–ISE–2008–52. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room on official business days between 
the hours of 10 a.m. and 3 p.m. Copies 
of such filing also will be available for 
inspection and copying at the principal 
office of the Exchange. All comments 
received will be posted without change; 
the Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR–ISE– 
2008–52 and should be submitted on or 
before August 8, 2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.8 

Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–16402 Filed 7–17–08; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58147; File No. SR–ISE– 
2008–53] 

Self-Regulatory Organizations; 
International Securities Exchange, 
Notice of Filing and Immediate 
Effectiveness of Proposed Rule 
Change Relating to Fee Changes 

July 11, 2008. 

Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 
(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on June 27, 
2008, the International Securities 
Exchange (‘‘Exchange’’ or ‘‘ISE’’) filed 
with the Securities and Exchange 
Commission (‘‘Commission’’) the 
proposed rule change. On July 7, 2008, 
the Exchange filed Amendment No. 1 to 
the proposed rule change. The proposed 
rule change, as modified by Amendment 
No. 1, is described in Items I, II, and III 
below, which Items have been prepared 
by ISE. ISE has designated this proposal 
as one establishing or changing a due, 
fee, or other charge imposed by ISE 
under Section 19(b)(3)(A)(ii) of the Act,3 
and Rule 19b–4(f)(2) thereunder,4 which 
renders the proposal effective upon 
filing with the Commission. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change, as modified by Amendment No. 
1, from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The ISE is proposing to amend its 
Schedule of Fees with respect to 
transactions executed in securities 
reported to Tape B. The text of the 
proposed rule change is available on the 
Exchange’s Web site (http:// 
www.ise.com), at the principal office of 
the Exchange, and at the Commission’s 
Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, ISE 
included statements concerning the 
purpose of, and basis for, the proposed 
rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in Item IV below. The ISE has prepared 
summaries, set forth in Sections A, B, 
and C below, of the most significant 
aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

The Exchange’s current equity fee 
schedule consists of a tiered rebate 
structure: the first five million maker 
shares executed on an average daily 
volume (ADV) basis receive a rebate of 
$0.0032 per share, with an increase in 
the rebate to $0.0035 for each maker 
share executed above five million ADV. 
For shares executed on an order 
delivery basis, the Exchange currently 
rebates $0.0027 for maker shares 
executed. The Exchange proposes to 
retain this fee structure for transactions 
executed in securities reported to Tape 
A and Tape C (hereinafter referred to as 
Tape A and Tape C securities), but to 
change the fee structure for transactions 
executed in securities reported to Tape 
B (hereinafter, referred to as Tape B 
securities). 

Effective July 1, 2008, the Exchange 
proposes to adopt a fee structure for 
Tape B securities (excluding both order 
delivery and MidPoint Match orders) 
whereby the maker receives a per share 
rebate of $0.0017 and the taker fee is 
lowered from $0.003 to $0.0015 on all 
shares. The execution fee for equities 
priced under $1.00, regardless of which 
tape they are reported to, is 0.3% of 
trade value with no rebates for adding 
liquidity. For order delivery orders 
executed in Tape B securities, the 
Exchange proposes to provide a rebate 
of $0.0015 for maker shares. The 
Exchange is lowering these fees in an 
effort to increase the trading volume in 
Tape B securities.5 

The Exchange proposes to add a note 
to the Schedule of Fees to clarify that 
Tape B securities maker transactions 
count towards ADV totals for the 
purpose of calculating Tape A and Tape 
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6 Equity EAMs receive a rebate of $0.0035 per 
share in Tape A and Tape C securities for the maker 
shares exceeding the monthly ADV of 5 million. 
The first 5 million shares per day will continue to 
receive a rebate of $0.0032 per share. 

7 15 U.S.C. 78f(b)(4). 
8 15 U.S.C. 78s(b)(3)(A). 
9 17 CFR 19b–4(f)(2). 10 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 DTC and FICC have filed proposed rule changes 

seeking to harmonize their membership 
disqualification criteria rules with each other and 
with NSCC. 

3 The Commission has modified the text of the 
summaries prepared by NSCC. 

C securities rebates.6 Additionally, the 
Exchange proposes to clarify that the 
routing fee of $0.003 continues to apply 
on a per share basis for all securities 
routed to another market center, 
including Tape B securities. 

2. Statutory Basis 

The basis under the Act for this 
proposed rule change is the requirement 
under Section 6(b)(4) of the Act 7 that an 
exchange have an equitable allocation of 
reasonable dues, fees and other charges 
among its members and other persons 
using its facilities. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The proposed rule change does not 
impose any burden on competition that 
is not necessary or appropriate in 
furtherance of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

The Exchange has not solicited, and 
does not intend to solicit, comments on 
this proposed rule change. The 
Exchange has not received any 
unsolicited written comments from 
members or other interested parties. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Because the foregoing rule change 
establishes or changes a due, fee, or 
other charge imposed by the Exchange, 
it has become effective pursuant to 
Section 19(b)(3)(A) of the Act 8 and Rule 
19b–4(f)(2) 9 thereunder. At any time 
within 60 days of the filing of such 
proposed rule change, the Commission 
may summarily abrogate such rule 
change if it appears to the Commission 
that such action is necessary or 
appropriate in the public interest, for 
the protection of investors, or otherwise 
in furtherance of the purposes of the 
Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
No. SR–ISE–2008–53 on the subject 
line. 

Paper Comments 

• Send paper comments in triplicate 
to Nancy M. Morris, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 

All submissions should refer to File 
Number SR–ISE–2008–53. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of such filing also will be 
available for inspection and copying at 
the principal office of the ISE. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–ISE–2008–53 and should be 
submitted on or before August 8, 2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.10 

Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–16404 Filed 7–17–08; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58123; File No. SR–NSCC– 
2007–08] 

Self-Regulatory Organizations; 
National Securities Clearing 
Corporation; Notice of Filing of 
Proposed Rule Change To Amend 
Membership Disqualification Criteria 
Rules 

July 9, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’),1 notice is hereby given that on 
April 30, 2007, the National Securities 
Clearing Corporation (‘‘NSCC’’) filed 
with the Securities and Exchange 
Commission (‘‘Commission’’) and on 
February 7, 2008, and on March 18, 
2008, amended the proposed rule 
change as described in Items I, II, and 
III below, which items have been 
prepared by NSCC. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested parties. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

NSCC is seeking to amend its 
membership disqualification criteria 
rules in an effort to create more 
uniformity with the rules of the Fixed 
Income Clearing Corporation (‘‘FICC’’) 
and The Depository Trust Company 
(‘‘DTC’’).2 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, 
NSCC included statements concerning 
the purpose of and basis for the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in Item IV below. NSCC has prepared 
summaries, set forth in sections (A), (B), 
and (C) below, of the most significant 
aspects of these statements.3 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

The purpose of this filing is to amend 
the NSCC rules as they relate to 
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4 The NSCC rules will also provide that 
applicants and members must notify NSCC if any 
member of its controlling management is or 
becomes subject to a statutory disqualification, as 
defined in Section 3(a)(39) of the Act. 

5 NSCC has also filed proposed rule change SR– 
NSCC–2006–17 which seeks to reorganize NSCC’s 
rules related to membership standards and 
membership requirements. 

6 15 U.S.C. 78q–1. 

membership disqualification criteria in 
an effort to create more uniformity 
between the rules of NSCC and the rules 
of NSCC’s affiliates, FICC and DTC. 

Currently, Addendum S of the rules 
sets forth NSCC’s policy as to standards 
relating to competence for membership. 
The Addendum includes both objective 
and subjective factors that may be 
considered by NSCC in its evaluation of 
an applicant or the continued 
membership of a particular member. 
Going forward, NSCC is proposing to 
amend its rules to only include those 
disqualification criteria that can be 
objectively monitored by Risk 
Management staff. For example, NSCC 
proposes to delete from its rules specific 
references to criteria that may not be 
reported in a regulatory background 
check, such as an entity being subject to 
‘‘heightened supervision’’ by a 
regulatory body. NSCC is proposing to 
include in its rules a general provision 
to permit consideration of events with 
respect to an applicant or member that 
may not be expressly mentioned but 
that may impact a member’s suitability 
as a member. 

In addition, pursuant to NSCC’s 
current disqualification criteria, NSCC 
can consider the criteria with respect to 
a person or entity that has ‘‘significant 
managerial responsibility’’ over the 
applicant or member. Because it is not 
easily ascertainable as to what entities 
or individuals have ‘‘significant 
managerial responsibility’’ over a 
particular entity, NSCC is proposing to 
amend these provisions in the rules so 
that they are consistent with internal 
surveillance procedures. Going forward, 
NSCC will extend the reach of certain 
disqualification criteria to persons and 
entities acting as ‘‘controlling 
management,’’ which will include those 
officers of the entity that are currently 
screened by Risk Management staff 
pursuant to internal procedures. 

Specifically, NSCC’s disqualification 
criteria will now include: 

(i) An applicant or member being 
subject to statutory disqualification as 
defined in Section 3(a)(39) of that Act.4 
While this provision currently exists in 
the rules, it will be moved within the 
rules and will be grouped with all other 
disqualification criteria. 

(ii) An applicant, member, or its 
controlling management making a 
misstatement of material facts; 
committing fraudulent acts; or being 
convicted of any of the crimes listed in 
the rule. 

(iii) An applicant, member, or its 
controlling management being 
permanently or temporarily enjoined 
from acting on behalf of a financial 
institution such as a broker-dealer. 

(iv) An applicant or member’s 
suspension or termination from 
participation in a national securities 
association, exchange registered under 
the Exchange Act, a self-regulatory 
organization, clearing agency, or 
securities depository. 

Pursuant to the proposed change, 
NSCC would also continue to be able to 
cease to act for a member when any of 
the factors in sections (i) through (iv) 
above are present. Addendum S would 
be struck entirely from the rules, and 
the listed disqualification criteria would 
be included in NSCC’s proposed Rule 
2A ‘‘Initial Membership 
Requirements.’’ 5 

NSCC believes that the proposed rule 
change is consistent with the 
requirements of Section 17A of the Act 6 
and the rules and regulations 
thereunder applicable to NSCC because 
it will remove impediments to the 
perfection of a national system for the 
prompt and accurate clearance and 
settlement of securities transactions and 
is not designed to permit unfair 
discrimination in the admission of 
participants or among participants in 
the use of NSCC by refining NSCC’s 
rules and procedures with regard to 
applicants and members, and in general 
will protect investors and the public 
interest. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

NSCC does not believe that the 
proposed rule change would impose any 
burden on competition. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants or Others 

Written comments were not and are 
not intended to be solicited with respect 
to the proposed rule change, and none 
have been received. NSCC will notify 
the Commission of any written 
comments it receives. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within thirty-five days of the date of 
publication of this notice in the Federal 
Register or within such longer period (i) 
as the Commission may designate up to 

ninety days of such date if it finds such 
longer period to be appropriate and 
publishes its reasons for so finding or 
(ii) as to which the self-regulatory 
organization consents, the Commission 
will: 

(A) By order approve such proposed 
rule change or 

(B) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change, as amended, is consistent with 
the Act. Comments may be submitted by 
any of the following methods: 

Electronic Comments 
• Use the Commission’s Internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NSCC–2007–08 on the 
subject line. 

Paper Comments 
• Send paper comments in triplicate 

to Nancy M. Morris, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–1090. 
All submissions should refer to File 
Number SR–NSCC–2007–08. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Section, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 am and 3 pm. 
Copies of such filing also will be 
available for inspection and copying at 
the principal office of NSCC and on 
NSCC’s Web site at http:// 
www.dtcc.com/downloads/legal/ 
rule_filings/2007/nscc/2007–08.pdf . All 
comments received will be posted 
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7 17 CFR 200.30–3(a)(12). 
115 U.S.C. 78s(b)(1). 
217 CFR 240.19b–4. 
315 U.S.C. 78s(b)(3)(A)(iii). 
417 CFR 240.19b–4(f)(6). 

5See Securities Exchange Act Release No. 54166 
(July 18, 2006), 71 FR 42151 (July 25, 2006) (SR– 
NYSEArca–2006–45). 

6See Securities Exchange Act Release No. 56119 
(July 24, 2007), 72 FR 41563 (July 30, 2007) (SR– 
NYSEArca–2007–70). 

7See Securities Exchange Act Release No. 57410 
(March 3, 2008), 73 FR 12483 (March 7, 2008) (SR– 
CBOE–2007–96). 

8 Pursuant to the existing Pilot Program, the 
Exchange is presently limited to listing new strike 
prices on Quarterly Options Series that fall within 
a $5 range from the closing price of the underlying 
security on the preceding day. 

without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–NSCC–2007–08 and should 
be submitted on or before August 8, 
2008. 

For the Commission by the Division of 
Trading and Markets, pursuant to delegated 
authority.7 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–16400 Filed 7–17–08; 8:45 am] 
BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58130; File No. SR– 
NYSEArca–2008–72] 

Self-Regulatory Organizations; NYSE 
Arca, Inc.; Notice of Filing and 
Immediate Effectiveness of Proposed 
Rule Change Relating to the 
Exchange’s Quarterly Options Series 
Pilot Program 

July 9, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’)1 and Rule 19b–4 thereunder,2 
notice is hereby given that on July 2, 
2008, NYSE Arca, Inc. (‘‘NYSE Arca’’ or 
‘‘Exchange’’) filed with the Securities 
and Exchange Commission 
(‘‘Commission’’) the proposed rule 
change as described in Items I and II 
below, which Items have been 
substantially prepared by the Exchange. 
The Exchange has designated this 
proposal as non-controversial under 
Section 19(b)(3)(A)(iii) of the Act 3 and 
Rule 19b–4(f)(6) thereunder,4 which 
renders the proposed rule change 
effective upon filing with the 
Commission. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

NYSE Arca proposes to amend its 
rules to (i) extend the Quarterly Options 
Series pilot program (‘‘Pilot Program’’) 
until July 10, 2009, (ii) add provisions 
to the Pilot Program regarding the 
addition of new strike prices and the 
delisting of inactive series and, (iii) 

make minor technical changes. The text 
of the proposed rule change is available 
on the Exchange’s Web site at (http:// 
www.nyse.com), at the Exchange’s 
principal office, and at the 
Commission’s Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of, and basis for, 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
Exchange has prepared summaries, set 
forth in sections A, B, and C below, of 
the most significant aspects of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

On July 12, 2006 the Exchange filed 
with the Commission a proposal to list 
and trade Quarterly Options Series on a 
pilot basis (‘‘Pilot Program’’) through 
July 10, 2007. The rule change was 
effective upon filing.5 The original Pilot 
Program was subsequently extended 
and is now due to expire on July 10, 
2008.6 The Exchange now proposes to 
extend the Pilot Program for another 
year, so that it will now expire on July 
10, 2009; to amend the Pilot Program in 
certain respects; and make minor 
technical changes. 

Pilot Extension 

The Exchange stated that it would 
submit, in connection with any 
proposed extension of the Pilot 
Program, a Pilot Program Report 
(‘‘Report’’) that would provide an 
analysis of the Pilot Program covering 
the entire period which the program 
was in effect. The Report was to 
include: (1) Data and written analysis on 
the open interest and trading volume in 
the classes for which Quarterly Options 
Series were opened; (2) an assessment of 
the appropriateness of the option classes 
selected for the Pilot Program; (3) an 
assessment of the impact of the Pilot 
Program on the capacity on the 
Exchange, OPRA and on market data 

vendors (to the extent data from market 
data vendors is available); (4) any 
capacity problems or other problems 
that arose during the operation of the 
Pilot Program and how the Exchange 
addressed such problems; (5) any 
complaints that the Exchange received 
during the operation of the Pilot 
Program and how the Exchange 
addressed them; and (6) any additional 
information that would assist the 
Commission in assessing the operation 
of the Pilot Program. The Exchange has 
submitted the Report. 

The Exchange represents that the 
Report supports its belief that extension 
of the Pilot Program is proper. Among 
other things, the Report shows the 
strength of the Pilot Program as reflected 
by the overall volume and open interest 
of Quarterly Options Series traded on 
NYSE Arca and other national options 
exchanges. The Report shows that the 
Pilot Program has not created, and in 
the future should not create, any 
capacity, operational or regulatory 
problems attributable to Quarterly 
Options Series. Finally, NYSE Arca 
represents that the Exchange has the 
necessary system capacity to support 
any additional series listed as part of the 
Pilot Program. 

Proposal Related to the Listing and 
Delisting of Strikes 

On August 7, 2007, the Chicago Board 
Options Exchange (‘‘CBOE’’) filed a 
proposal to revise the terms of its 
Quarterly Options Series pilot program. 
As part of this filing, CBOE proposed to 
implement new policies related to the 
listing and delisting of additional strike 
prices for Quarterly Options Series. The 
proposal, as amended, was approved by 
the Commission on March 3, 2008.7 
NYSE Arca proposes to adopt the 
revised terms of the CBOE’s pilot 
program, for use in its own Pilot 
Program. 

Specifically, NYSE Arca proposes to 
amend Rule 6.4, Commentary .08 to 
permit the Exchange to list additional 
strike prices for Quarterly Options 
Series in exchange traded fund (‘‘ETF’’) 
options that fall within a percentage 
range (30%) above and below the price 
of the underlying ETF.8 

Additionally, upon demonstrated 
customer interest, the Exchange also 
will be permitted to open additional 
strike prices of Quarterly Options Series 
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9 15 U.S.C. 78f(b). 
10 15 U.S.C. 78f(b)(5). 

11 15 U.S.C. 78s(b)(3)(A). 
12 17 CFR 240.19b–4(f)(6). In addition, Rule 19b– 

4(f)(6)(iii) requires a self-regulatory organization to 
provide the Commission with written notice of its 
intent to file the proposed rule change, along with 
a brief description and text of the proposed rule 
change, at least five business days prior to the date 
of filing of the proposed rule change, or such 
shorter time as designated by the Commission. The 
Exchange has fulfilled this requirement. 

13 For purposes only of waiving the 30-day 
operative delay, the Commission has considered the 
proposed rule’s impact on efficiency, competition, 
and capital formation. See 15 U.S.C. 78c(f). 

in ETF options that are more than 30% 
above or below the current price of the 
underlying ETF. Market-makers trading 
for their own account will not be 
considered when determining customer 
interest under this provision. In 
addition to the initial listed series, the 
proposal will permit the Exchange to 
list up to sixty (60) additional series per 
expiration month for each Quarterly 
Options Series in ETF options. 

The proposed policies regarding the 
listing of new strikes are identical to 
those approved for CBOE. The Exchange 
also proposes to adopt the same policy 
approved for CBOE, regarding the 
delisting of inactive strikes in Quarterly 
Options Series. Under the proposed 
delisting policy, the Exchange will, on 
a monthly basis, review Quarterly 
Options Series that are outside a range 
of five (5) strikes above and five (5) 
strikes below the current price of the 
underlying ETF, and delist series with 
no open interest in both the put and the 
call series having a strike price: (i) 
Higher than the highest strike price with 
open interest in the put and/or call 
series for a given expiration month; or 
(ii) lower than the lowest strike price 
with open interest in the put and/or call 
series for a given expiration month. 
Notwithstanding the proposed delisting 
policy, the Exchange will grant 
customer requests to add strikes and/or 
maintain strikes in Quarterly Options 
Series eligible for delisting. 

The delisting policy proposed by the 
Exchange is designed to mitigate the 
number of options series with no open 
interest, and reduce quote traffic 
accordingly. If during the life of the 
Pilot Program the Exchange identifies 
series for delisting, the Exchange will 
notify other options exchanges with 
similar delisting polices, and shall work 
with such other exchanges to develop a 
uniform list of securities to be delisted, 
to help to ensure uniform series 
delisting of multiply listed Quarterly 
Options Series in ETF options. 

Finally, the Exchange notes that the 
delisting policy, once approved, would 
become part of the Pilot Program and, 
going forward, would be considered by 
the Commission when the Exchange 
seeks to renew or make permanent the 
Pilot Program in the future. 

The proposed policies regarding the 
delisting of inactive strikes are identical 
to those in place as part of the CBOE 
Quarterly Options Series Pilot Program. 

Non-Substantive Changes 
The Exchange also proposes at this 

time to make minor, non-substantive 
changes, to Rule 5.19(a)(3) and Rule 6.4 
Commentary .08 in order to revise the 
dates used in existing examples that 

describe the listing process for Quarterly 
Options Series, and to renumber certain 
subsections of the rule for clarity 
purposes. These changes serve only to 
update the text, and make no changes to 
the Pilot Program itself, or the rules 
governing such. 

2. Statutory Basis 

The Exchange believes that the 
continuation of the Pilot Program, along 
with the proposed revision to the 
program, will continue to stimulate 
customer interest in options by creating 
greater trading opportunities and 
flexibility in investment choices. The 
Exchange further believes that 
continuation of the Pilot Program will 
provide the ability to more closely tailor 
investment strategies and provide a 
valuable hedging tool for investors. 
Also, the Exchange believes that by 
revising its Pilot Program to include 
similar provisions contained in the 
CBOE Quarterly Options Series pilot 
program will make for more uniform 
rules across exchanges that have 
implemented a Quarterly Options Series 
pilot program. For these reasons, the 
Exchange believes the proposed rule 
change is consistent with the Act and 
the rules and regulations thereunder 
and, in particular, the requirements of 
section 6(b) of the Act.9 Specifically, the 
Exchange believes the proposed rule 
change is consistent with the section 
6(b)(5) of the Act,10 which requires that 
the rules of an exchange be designed to 
promote just and equitable principles of 
trade, to prevent fraudulent and 
manipulative acts, to remove 
impediments to and perfect the 
mechanism for a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange believes that the 
proposed rule change will not impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants or Others 

Written comments on the proposed 
rule change were neither solicited nor 
received. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The Exchange has designated the 
proposed rule change as one that: (1) 
Does not significantly affect the 
protection of investors or the public 
interest; (2) does not impose any 
significant burden on competition; and 
(3) does not become operative for 30 
days from the date of filing, or such 
shorter time as the Commission may 
designate if consistent with the 
protection of investors and the public 
interest. Therefore, the foregoing rule 
change has become effective pursuant to 
Section 19(b)(3)(A) of the Act 11 and 
subparagraph (f)(6) of Rule 19b–4 
thereunder.12 

The Exchange has asked the 
Commission to waive the operative 
delay to permit the proposed rule 
change to become operative prior to the 
30th day after filing. The Commission 
has determined that waiving the 30-day 
operative delay of the Exchange’s 
proposal is consistent with the 
protection of investors and the public 
interest and will promote competition 
because such waiver will allow NYSE 
Arca to continue the existing Pilot 
Program without interruption.13 
Therefore, the Commission designates 
the proposal operative upon filing. 

The Commission notes that NYSE 
Arca’s proposed changes regarding 
additional series and the delisting 
policy will become part of the Pilot 
Program and, going forward, its effects 
will be considered by the Commission 
in the event that the Exchange seeks to 
renew or make permanent the Pilot 
Program. Thus, in the Exchange’s future 
reports on the Pilot Program, the 
Exchange should include analysis of (1) 
the impact of the additional series on 
the Exchange’s market and quote 
capacity, and (2) the implementation 
and effects of the delisting policy, 
including the number of series eligible 
for delisting during the period covered 
by the report, the number of series 
actually delisted during that period 
(pursuant to the delisting policy or 
otherwise), and documentation of any 
customer requests to maintain QOS 
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14 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 15 U.S.C. 78s(b)(1). 
4 17 CFR 240.19b–4. 
5 A P/A Order is an order for the principal 

account of a specialist (or equivalent entity on 
another participant exchange that is authorized to 
represent Public Customer orders), reflecting the 
terms of a related unexecuted Public Customer 
order for which the specialist is acting as agent. See 
Exchange Rule 1083(k)(i). 

6 A Principal Order is an order for the principal 
account of an Eligible Market Maker and is not a 
P/A Order. See Exchange rule 1083(k)(ii). 

7 See Securities Exchange Act Release Nos. 44482 
(June 27, 2001), 66 FR 35470 (July 5, 2001) (File No. 
4–429) (Amendment to Plan to Conform to the 
Requirements of Securities Exchange Act Rule 
11Ac1–7); 43573 (November 16, 2000), 65 FR 70851 
(November 28, 2000) (File No. 4–429) (Order 
Approving Phlx Joining the Plan); and 43086 (July 
28, 2000), 65 FR 48023 (August 4, 2000) (File No. 
4–429) (Approval of the Plan). 

8 See, e.g., SR–ISE–2008–52 (filed June 24, 2008) 
and SR–CBOE–2008–69 (filed June 30, 2008). 

strikes that were otherwise eligible for 
delisting. 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission may summarily abrogate 
the rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 
Interested persons are invited to 

submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 
• Use the Commission’s Internet 

comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
No. SR–NYSEArca–2008–72 on the 
subject line. 

Paper Comments 
• Send paper comments in triplicate 

to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 
All submissions should refer to File 
Number SR–NYSEArca–2008–72. This 
file number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room, 100 F Street, NE., Washington, 
DC 20549, on official business days 
between the hours of 10 a.m. and 3 p.m. 
Copies of such filing also will be 
available for inspection and copying at 
the principal office of the Exchange. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 

you wish to make available publicly. All 
submissions should refer to File No. 
SR–NYSEArca–2008–72 and should be 
submitted on or before August 8, 2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.14 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–16421 Filed 7–17–08; 8:45 am] 
BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–58144; File No. SR–Phlx– 
2008–49] 

Self-Regulatory Organizations; 
Philadelphia Stock Exchange, Inc.; 
Notice of Filing and Immediate 
Effectiveness of Proposed Rule 
Change Relating to Transaction 
Charges Applicable to Linkage ‘‘P’’ 
and ‘‘P/A’’ Orders 

July 11, 2008. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on June 30, 
2008, the Philadelphia Stock Exchange, 
Inc. (‘‘Phlx’’ or ‘‘Exchange’’) filed with 
the Securities and Exchange 
Commission (‘‘Commission’’) the 
proposed rule change as described in 
Items I, II, and III below, which Items 
have been prepared by the Exchange. 
The Commission is publishing this 
notice to solicit comments on the 
proposed rule change from interested 
persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Phlx, pursuant to Section 19(b)(1) 
of the Act 3 and Rule 19b–4 thereunder,4 
proposes to extend for a one-year period 
until July 31, 2009, a pilot program 
relating to transaction fees applicable to 
the execution of Principal Acting as 
Agent Orders (‘‘P/A Orders’’) 5 and 
Principal Orders (‘‘P Orders’’) 6 sent to 
the Exchange via the Intermarket 

Options Linkage (‘‘Linkage’’) under the 
Plan for the Purpose of Creating and 
Operating an Intermarket Option 
Linkage (the ‘‘Plan’’).7 The text of the 
proposed rule change is available on the 
Exchange’s Web site at http:// 
www.phlx.com, at the Exchange, and the 
Commission’s Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Phlx included statements concerning 
the purpose of and basis for the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in Item IV below. The Phlx has prepared 
summaries, set forth in Sections A, B, 
and C below, of the most significant 
aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 

The purpose of the proposed rule 
change is to extend the current pilot 
program for one year, through July 31, 
2009. No substantive changes are being 
made to the pilot as it currently operates 
other than to extend the pilot through 
July 31, 2009. 

Currently, the Exchange charges $0.25 
per option contract for P Orders sent to 
the Exchange and $0.15 per option 
contract for P/A Orders. 

By extending the current pilot 
program, the Exchange should remain 
competitive with other exchanges that 
charge fees for P Orders and P/A 
Orders.8 Consistent with current 
practice, the Exchange will charge the 
clearing member organization of the 
sender of P Orders and P/A Orders. 
Also, consistent with current practice, 
the Exchange will not charge for the 
execution of Satisfaction Orders sent 
through Linkage. 

2. Statutory Basis 

The Exchange believes that its 
proposal to amend its schedule of fees 
is consistent with Section 6(b) of the 
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9 15 U.S.C. 78f(b). 
10 15 U.S.C. 78f(b)(4). 
11 15 U.S.C. 78s(b)(3)(A). 
12 17 CFR 240.19b–4(f)(6). 
13 17 CFR 240.19b–4(f)(6)(iii). 14 17 CFR 200.30–3(a)(12). 

Act 9 in general, and furthers the 
objectives of Section 6(b)(4) of the Act 10 
in particular, in that it is an equitable 
allocation of reasonable fees and other 
charges among Exchange members and 
issuers and other persons using its 
facilities. The Exchange believes that its 
proposal to extend the pilot program 
relating to transaction fees for Linkage P 
and P/A Orders provides for the 
equitable allocation of reasonable dues, 
fees, and other charges among its 
members by charging the same fees to 
all such members using the Exchange’s 
facilities for transaction services relating 
to Linkage P Orders, and by charging the 
same fees to all such members using the 
Exchange’s facilities for transaction 
services relating to Linkage P/A Orders. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

No written comments were either 
solicited or received. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

The proposed rule change is being 
designated by the Exchange as a ‘‘non- 
controversial’’ rule pursuant to Section 
19(b)(3)(A) of the Act 11 and 
subparagraph (f)(6) of Rule 19b–4 
thereunder 12 because the foregoing rule 
change: (i) Does not significantly affect 
the protection of investors or the public 
interest; (ii) does not impose any 
significant burden on competition; and 
(iii) by its terms, does not become 
operative for 30 days after the date of 
filing, or such shorter time as the 
Commission may designate if consistent 
with the protection of investors and the 
public interest. The Exchange has 
satisfied the pre-filing requirement 
contained in subparagraph (f)(6)(iii) of 
Rule 19b–4.13 

At any time within 60 days of the 
filing of the proposed rule change, the 
Commission may summarily abrogate 
such rule change if it appears to the 
Commission that such action is 
necessary or appropriate in the public 

interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Act. 
Comments may be submitted by any of 
the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–Phlx–2008–49 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Secretary, Securities and Exchange 
Commission, 100 F Street, NE., 
Washington, DC 20549–1090. 

All submissions should refer to File 
Number SR–Phlx–2008–49. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room on official business days between 
the hours of 10 a.m. and 3 p.m. Copies 
of such filing also will be available for 
inspection and copying at the principal 
office of the Exchange. All comments 
received will be posted without change; 
the Commission does not edit personal 
identifying information from 
submissions. You should submit only 
information that you wish to make 
available publicly. All submissions 
should refer to File Number SR–Phlx– 
2008–49 and should be submitted on or 
before August 8, 2008. 

For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.14 
Florence E. Harmon, 
Acting Secretary. 
[FR Doc. E8–16403 Filed 7–17–08; 8:45 am] 
BILLING CODE 8010–01–P 

SMALL BUSINESS ADMINISTRATION 

[Disaster Declaration # 11311 and # 11312] 

Missouri Disaster Number MO–00030 

AGENCY: U.S. Small Business 
Administration. 
ACTION: Amendment 1. 

SUMMARY: This is an amendment of the 
Presidential declaration of a major 
disaster for the State of Missouri 
(FEMA–1773–DR), dated 06/28/2008. 

Incident: Severe Storms and Flooding. 
Incident Period: 06/01/2008 and 

continuing. 
Effective Date: 07/11/2008. 
Physical Loan Application Deadline 

Date: 08/27/2008. 
EIDL Loan Application Deadline Date: 

03/30/2009. 
ADDRESSES: Submit completed loan 
applications to: U.S. Small Business 
Administration, Processing and 
Disbursement Center, 14925 Kingsport 
Road, Fort Worth, TX 76155. 
FOR FURTHER INFORMATION CONTACT: M. 
Mitravich, Office of Disaster Assistance, 
U.S. Small Business Administration, 
409 3rd Street, SW., Suite 6050, 
Washington, DC 20416. 
SUPPLEMENTARY INFORMATION: The notice 
of the Presidential disaster declaration 
for the State of Missouri, dated 06/28/ 
2008 is hereby amended to include the 
following areas as adversely affected by 
the disaster: 
Primary Counties: (Physical Damage 

and Economic Injury Loans): 
Gentry, Linn, Livingston. 

Contiguous Counties: (Economic Injury 
Loans Only): 

Missouri: Adair, Andrew, Caldwell, 
Carroll, Chariton, Daviess, Dekalb, 
Grundy, Harrison, Macon, 
Nodaway, Sullivan, Worth. 

All other information in the original 
declaration remains unchanged. 
(Catalog of Federal Domestic Assistance 
Numbers 59002 and 59008) 

Herbert L. Mitchell, 
Associate Administrator for Disaster 
Assistance. 
[FR Doc. E8–16451 Filed 7–17–08; 8:45 am] 
BILLING CODE 8025–01–P 
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SMALL BUSINESS ADMINISTRATION 

[Disaster Declaration #11288 and #11289] 

Wisconsin Disaster Number WI–00013 

AGENCY: U.S. Small Business 
Administration. 
ACTION: Amendment 6. 

SUMMARY: This is an amendment of the 
Presidential declaration of a major 
disaster for the State of Wisconsin 
(FEMA–1768–DR), dated 06/14/2008. 

Incident: Severe Storms, Tornadoes, 
and Flooding. 

Incident Period: 06/05/2008 and 
continuing. 

Effective Date: 07/10/2008. 
Physical Loan Application Deadline 

Date: 08/13/2008. 
EIDL Loan Application Deadline Date: 

03/13/2009. 
ADDRESSES: Submit completed loan 
applications to: U.S. Small Business 
Administration, Processing and 
Disbursement Center, 14925 Kingsport 
Road, Fort Worth, TX 76155. 
FOR FURTHER INFORMATION CONTACT: 
M. Mitravich, Office of Disaster 
Assistance, U.S. Small Business 
Administration, 409 3rd Street, SW., 
Suite 6050, Washington, DC 20416. 
SUPPLEMENTARY INFORMATION: The notice 
of the Presidential disaster declaration 
for the State of Wisconsin, dated 06/14/ 
2008 is hereby amended to include the 
following areas as adversely affected by 
the disaster: 
Primary Counties ( Physical Damage and 

Economic Injury Loans): Monroe. 
All other counties contiguous to the 

above named primary county have 
previously been declared. 

All other information in the original 
declaration remains unchanged. 
(Catalog of Federal Domestic Assistance 
Numbers 59002 and 59008) 

Herbert L. Mitchell, 
Associate Administrator for Disaster 
Assistance. 
[FR Doc. E8–16452 Filed 7–17–08; 8:45 am] 
BILLING CODE 8025–01–P 

SUSQUEHANNA RIVER BASIN 
COMMISSION 

Notice of Actions Taken at June 12, 
2008 Meeting 

AGENCY: Susquehanna River Basin 
Commission. 
ACTION: Notice of Commission Actions. 

SUMMARY: At its regular business 
meeting on June 12, 2008 in Elmira, 
New York, the Commission: (1) Heard a 

special infrastructure presentation by 
Ms. Sandra Allen of the N.Y. 
Department of Environmental 
Conservation, (2) received a report on 
the present hydrologic conditions of the 
basin showing a drying trend in parts of 
the basin, (3) approved a phased-in 
proposal to increase the Commission’s 
consumptive use mitigation fee, (4) 
rescinded certain unneeded 
Commission policies, (5) adopted the 
FY–10 Budget, (6) approved two 
contracts, and (7) elected a new 
Chairman (Robert M. Summers of 
Maryland) and Vice-Chairman (Brig. 
Gen. Todd Semonite) to serve in the 
next fiscal year. 

In addition, the Commission heard a 
Legal Counsel’s report, heard an update 
on recent activities in the regulatory 
program, and convened a public hearing 
to: (1) Approve certain water resources 
projects, including one enforcement 
action; (2) consider a request for a 
hearing on an administrative appeal 
regarding Docket No. 20080305, 
Mountainview Thoroughbred Racing 
Association, Inc.; (3) consider a request 
to reopen Docket No. 20020809, 
Mountainview Thoroughbred Racing 
Association, Inc.; and (4) consider a 
request by Mountainview Thoroughbred 
Racing Association, Inc. for 
reconsideration of a denial of a request 
for stay. Eight water resources projects 
were also tabled. See the 
SUPPLEMENTARY INFORMATION section 
below for more details on these actions. 
DATES: June 12, 2008. 
ADDRESSES: Susquehanna River Basin 
Commission, 1721 N. Front Street, 
Harrisburg, PA 17102–2391. 
FOR FURTHER INFORMATION CONTACT: 
Richard A. Cairo, General Counsel, 
telephone: (717) 238–0423; ext. 306; fax: 
(717) 238–2436; e-mail: rcairo@srbc.net 
or Deborah J. Dickey, Secretary to the 
Commission, telephone: (717) 238– 
0422, ext. 301; fax: (717) 238–2436; 
e-mail: ddickey@srbc.net. Regular mail 
inquiries may be sent to the above 
address. 

SUPPLEMENTARY INFORMATION: The 
Commission approved a contract for 
staff consulting work with Indiana 
County Conservation District on the 
Bear Run AMD Restoration Project in 
Banks Township, Indiana County, Pa., 
and another contract with the U.S. 
Army Corps of Engineers for work 
related to the establishment of 
ecological flow needs in critical stream 
reaches of the Susquehanna River Basin. 

The Commission also convened a 
public hearing and took the following 
actions: 

Public Hearing—Projects Approved: 

1. Project Sponsor and Facility: 
Fortuna Energy Inc. (Southern Tier of 
N.Y., and Tioga and Bradford Counties, 
Pa.). Consumptive water use of up to 
3.000 mgd in Steuben, Chemung, 
Schuyler, Tioga, and Broome Counties, 
N.Y., and Tioga and Bradford Counties, 
Pa. 

2. Project Sponsor and Facility: 
Fortuna Energy Inc. (Catatonk Creek), 
Town of Spencer, Tioga County, N.Y. 
Surface water withdrawal of up to 0.101 
mgd. 

3. Project Sponsor and Facility: East 
Resources, Inc. (Elmira, N.Y., Area). 
Consumptive water use of up to 4.000 
mgd in Chemung and Steuben Counties, 
N.Y., and Tioga County, Pa. 

4. Project Sponsor and Facility: East 
Resources, Inc. (Chemung River), Town 
of Big Flats, Chemung County, N.Y. 
Surface water withdrawal of up to 0.107 
mgd. 

5. Project Sponsor and Facility: 
Fortuna Energy Inc. (Chemung River), 
Chemung Town, Chemung County, N.Y. 
Surface water withdrawal of up to 0.250 
mgd. 

6. Project Sponsor and Facility: East 
Resources, Inc. (Tioga River; at Tioga 
Junction), Lawrence Township, Tioga 
County, Pa. Surface water withdrawal of 
up to 0.107 mgd. 

7. Project Sponsor and Facility: East 
Resources, Inc. (Mansfield, Pa., Area). 
Consumptive water use of up to 4.000 
mgd in Tioga and Bradford Counties, Pa. 

8. Project Sponsor and Facility: East 
Resources, Inc. (Tioga River; near 
Mansfield), Richmond Township, Tioga 
County, Pa. Surface water withdrawal of 
up to 0.107 mgd. 

9. Project Sponsor and Facility: 
Keystone Landfill, Inc., Dunmore 
Borough, Lackawanna County, Pa. 
Consumptive water use of up to 0.100 
mgd and groundwater withdrawal of 
0.010 mgd from Well 1, 0.020 mgd from 
Well 2, and 0.020 mgd from Well 3, and 
settlement of an outstanding compliance 
matter. 

10. Project Sponsor: Kratzer Run 
Development, LLC. Project Facility: 
Eagles Ridge Golf Club (formerly 
Grandview Golf Course/Susquehanna 
Recreation Corporation), Ferguson 
Township, Clearfield County, Pa. 
Consumptive water use of up to 0.099 
mgd and surface water withdrawal of up 
to 0.099 mgd. 

11. Project Sponsor and Facility: 
Commonwealth Environmental 
Systems, L.P., Foster, Frailey and Reily 
Townships, Schuylkill County, Pa. 
Modification of consumptive water use 
and groundwater approval (Docket No. 
20070304). 

12. Project Sponsor and Facility: 
Lykens Valley Golf Course (formerly 
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1 Throughout this Notice, all references to FMVSS 
No. 213 are based on the version of the standard 
in effect for the applicable manufacturing dates of 
the noncompliant webbing. 

Harrisburg North Golf Course), Upper 
Paxton Township, Dauphin County, Pa. 
Consumptive water use of up to 0.200 
mgd and surface water withdrawal of up 
to 0.200 mgd. 

13. Project Sponsor and Facility: 
Spring Creek Golf Course (Spring 
Creek), Derry Township, Dauphin 
County, Pa. Consumptive water use of 
up to 0.081 mgd and surface water 
withdrawal of up to 0.081 mgd. 

14. Project Sponsor: Titanium Hearth 
Technologies, Inc. Project Facility: 
TIMET North American Operations, 
Caernarvon Township, Berks County, 
Pa. Consumptive water use of up to 
0.133 mgd, and settlement of an 
outstanding compliance matter. 

15. Project Sponsor and Facility: 
Conestoga Country Club (Well 1), Manor 
and Lancaster Townships, Lancaster 
County, Pa. Groundwater withdrawal of 
0.281 mgd. 

16. Project Sponsor and Facility: Rock 
Springs Generation Facility, Rising Sun, 
Cecil County, Maryland. Modification of 
surface water withdrawal, groundwater 
withdrawal, and consumptive water use 
approval (Docket No. 20001203). 

Public Hearing—Enforcement Action: 
The Commission accepted a settlement 
offer in the amount of $8,500 for the 
following project. 

Project Sponsor and Facility: Standing 
Stone Golf Club (Docket No. 20020612), 
Oneida Township, Huntington County, 
Pa. 

Public Hearing—Denial of Request for 
Administrative Hearing: Under Section 
808.2 of the Commission’s Regulation 
relating to administrative appeals, the 
Commission denied a request for an 
administrative hearing concerning the 
following project: 

Project Sponsor: Mountainview 
Thoroughbred Racing Association; 
Project Facility: Withdrawal of up to 
0.400 mgd (30-day average) for 
maintenance and operation of a horse 
racing and casino gaming facility, 
Docket No. 20080305; 

Location: East Hanover Township, 
Dauphin County, Pa. Appellant: East 
Hanover Township, et al. 

Public Hearing—Denial of Request to 
Reopen Docket: Under Section 806.32 of 
the Commission’s Regulation relating to 
reopening of project approvals, the 
Commission denied a request for the 
reopening of the following project 
approval: 

Project Sponsor: Mountainview 
Thoroughbred Racing Association 
Project; 

Facility: Consumptive Use of up to 
0.438 mgd (peak day) for maintenance 
and operation of a horse racing and 
casino gaming facility, Docket No. 
20020809; 

Location: East Hanover Township, 
Dauphin County, Pa. Appellant: East 
Hanover Township. 

Public Hearing—Denial of Request for 
Reconsideration of Denial of Request for 
Stay: Under Section 808.2 of the 
Commission’s Regulation relating to 
administrative appeals, the Commission 
denied a request for reconsideration of 
its previous denial of a request for stay 
of the following project approval: 

Project Sponsor: Mountainview 
Thoroughbred Racing Association; 
Project 

Facility: Withdrawal of up to 0.400 
mgd (30-day average) for maintenance 
and operation of a horse racing and 
casino gaming facility, Docket No. 
20080305; 

Location: East Hanover Township, 
Dauphin County, Pa. Appellant: East 
Hanover Township, et. al. 

Public Hearing—Projects Tabled: 
1. Project Sponsor and Facility: East 

Resources, Inc. (Seeley Creek), Town of 
Southport, Chemung County, N.Y. 
Applications for consumptive water use 
of up to 0.250 mgd and surface water 
withdrawal of up to 0.250 mgd. 

2. Project Sponsor and Facility: East 
Resources, Inc. (Crooked Creek; near 
Middlebury Center), Middlebury 
Township, Tioga County, Pa. 
Applications for consumptive water use 
of up to 0.250 mgd and surface water 
withdrawal of up to 0.250 mgd. 

3. Project Sponsor and Facility: 
Fortuna Energy Inc. (Sugar Creek), West 
Burlington Township, Bradford County, 
Pa. Applications for consumptive water 
use of up to 0.250 mgd and surface 
water withdrawal of up to 0.250 mgd. 

4. Project Sponsor and Facility: 
Fortuna Energy Inc. (Towanda Creek), 
Franklin Township, Bradford County, 
Pa. Applications for consumptive water 
use of up to 0.250 mgd and surface 
water withdrawal of up to 0.250 mgd. 

5. Project Sponsor and Facility: 
Fortuna Energy Inc. (Susquehanna 
River), Sheshequin Township, Bradford 
County, Pa. Applications for 
consumptive water use of up to 0.250 
mgd and surface water withdrawal of up 
to 0.250 mgd. 

6. Project Sponsor and Facility: 
Neptune Industries, Inc. (Lackawanna 
River), Borough of Archbald, 
Lackawanna County, Pa. Application for 
surface water withdrawal of up to 0.499 
mgd. 

7. Project Sponsor: United States 
Gypsum Company. Project Facility: 
Washingtonville Plant (Well W–A8), 
Derry Township, Montour County, Pa. 
Application for groundwater 
withdrawal of 0.350 mgd. 

8. Project Sponsor: Pennsy Supply, 
Inc. Project Facility: Hummelstown 

Quarry, South Hanover Township, 
Dauphin County, Pa. Application for 
surface water withdrawal of up to 
29.925 mgd. 

Authority: Public Law 91–575, 84 Stat. 
1509 et seq., 18 CFR parts 806, 807, and 808. 

Dated: July 10, 2008. 
Thomas W. Beauduy, 
Deputy Director. 
[FR Doc. E8–16540 Filed 7–17–08; 8:45 am] 
BILLING CODE 7040–01–P 

DEPARTMENT OF TRANSPORTATION 

National Highway Traffic Safety 
Administration 

Dorel Juvenile Group [Cosco] (DJG); 
Denial of Applications for 
Determination of Inconsequential 
Noncompliance 

Dorel Juvenile Group (DJG), of 
Columbus, Indiana, the parent company 
manufacturing Cosco brand child 
restraints, determined that certain tether 
webbing used on various child restraints 
(39 models and 3,957,826 units) failed 
the webbing strength requirements of 
S5.4.1(a) of Federal Motor Vehicle 
Safety Standard (FMVSS) No. 213, 
‘‘Child Restraint Systems’’.1 DJG also 
determined that certain harness 
webbing used on various child restraints 
(14 models and 54,400 units) failed the 
webbing strength requirements of 
FMVSS No. 213, S5.4.1(b). For each 
noncompliance, DJG filed an 
appropriate report pursuant to 49 CFR 
part 573, ‘‘Defect and Noncompliance 
Reports.’’ DJG also applied to be 
exempted from the notification and 
remedy requirements of 49 U.S.C. 
Chapter 301, ‘‘Motor Vehicle Safety,’’ on 
the basis that the noncompliance in 
both situations is inconsequential to 
motor vehicle safety. 

Notices of receipt of the applications 
were published on July 30, 2002 and 
December 3, 2002 in the Federal 
Register (67 FR 49387 and 67 FR 72025) 
with 30-day comment periods. In 
response to the first petition, NHTSA 
received one comment from Advocates 
for Highway and Auto Safety 
(Advocates) in support of establishing a 
minimum breaking strength requirement 
(Docket No. NHTSA–2002–12479–2). 
NHTSA received no comments in 
response to the second petition. 

The noncompliant tether webbing 
used on Cosco child restraints failed to 
meet the percent-of-strength 
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2 Under the final rule the webbing must meet both 
minimum breaking strengths and percent-of- 
strength retention requirements to be compliant 
with the Standard. 

3 The 75 percent webbing reduction requirement 
is calculated using median breaking strength values 
of abraded webbing (out of three samples) and 

original (unabraded) webbing (out of three 
samples). 

4 71 FR 32856–858, June 7, 2006 (minimum 
breaking strength requirement for new webbing); 71 
FR 32858–859, June 7, 2006 (minimum percent-of- 
strength requirement for exposed webbing). 

5 We note that following abrasion, the Dorel tether 
webbing had a strength of 10,903 N. Under the 2006 
rule, the minimum strength for new webbing is 
15,000 N. That rule did not change the 75 percent 
strength retention requirement. As a frame of 
reference, webbing that had a strength of 15,000 N 
that retained 75 percent of its strength would have 
a strength of 11,250 N. The Dorel tether webbing 
had a strength, after exposure, of only 10,903 N. 

6 71 FR 32859, June 7, 2006. 
7 Advocates made no recommendation either to 

grant or to deny the petition. 
8 71 FR 32855–860, June 7, 2006. 

requirement of FMVSS No. 213 when 
subjected to the abrasion test. The tether 
webbing retained only 55 percent of its 
new webbing strength; 75 percent was 
and is required by the standard. The 
noncompliant harness webbing failed to 
meet the percent-of-strength 
requirement of FMVSS No. 213 when 
exposed to a carbon arc light. The 
harness webbing retained only 37 
percent of its new webbing strength; 60 
percent was and is required by the 
standard. 

As indicated above, NHTSA’s 
standards were based on retention of a 
specified percentage of the original 
strength of the webbing. However, there 
was no minimum strength requirement. 
These DJG petitions for inconsequential 
noncompliance highlighted NHTSA’s 
concern that the standard could allow 
manufacturers to use low strength and 
potentially unsafe webbing provided 
that the webbing retained most of its 
strength following exposure to abrasion 
or light. At the time of receiving these 
petitions, NHTSA had undertaken a 
rulemaking to consider whether to 
amend FMVSS No. 213 to require a 
minimum breaking strength for webbing 
to ensure that all child restraints being 
introduced into the market would have 
adequate webbing strength to provide 
child safety protection over their 
lifetimes. NHTSA postponed final 
determinations on these petitions in 
order to obtain the benefit of public 
comments responding to the proposed 
breaking strength requirements. In a rule 
published on June 7, 2006 (71 FR 
32855), NHTSA established minimum 
breaking strength requirements.2 

Abrasion Petition Summary 
As part of the Agency’s 2001 testing 

activities, NHTSA tested the tether 
webbing used on DJG child restraints to 
the requirements in FMVSS No. 213. 
FMVSS No. 213, S5.4.1(a) ‘‘Performance 
requirements,’’ requires that the 
webbing of belts provided with a child 
restraint system, after being subjected to 
abrasion as specified in S5.1(d) or 
S5.3(c) of FMVSS No. 209, ‘‘Seat belt 
assemblies,’’ have a breaking strength of 
not less than 75 percent of the strength 
of the unabraded webbing when tested 
in accordance with S5.1(b) of FMVSS 
No. 209. Section 5.1(b) of FMVSS No. 
209 requires that the median value of 
three webbing samples meet the 
abrasion requirement.3 Following the 

abrasion test, the DJG tether webbing 
retained only 55 percent of the original 
webbing breaking strength (from 19,803 
N to 10,903 N). The noncompliant tether 
webbing was manufactured between 
January 2000 and September 30, 2001. 
On July 11, 2001, as a result of its fiscal 
year 2001 testing, NHTSA notified DJG 
of a potential noncompliance regarding 
DJG’s tether webbing utilized for their 
tether assembly. 

DJG determined that one of the tether 
webbing suppliers had provided some 
webbing that did not meet the abrasion 
test requirements. However, DJG 
contended that because its unabraded 
webbing strength was high, 
noncompliance with the 75 percent 
abrasion strength requirement of 
S5.4.1(a) of FMVSS No. 213 is 
inconsequential to motor vehicle safety. 
DJG stated that its abraded strength of 
10,903 N is far in excess of the 
anchorage strength requirement 
specified in FMVSS No. 225, ‘‘Child 
restraint anchorage systems.’’ DJG also 
asserted that the abraded webbing 
strength test procedure set forth in 
S5.4.1(a) of FMVSS No. 213 is flawed, 
and that a minimum abraded breaking 
strength should be specified. Therefore, 
DJG filed the petition claiming that the 
noncompliance is inconsequential to 
motor vehicle safety. 

NHTSA Decision on Abrasion Petition 
As summarized above, DJG contended 

that because the unabraded webbing 
strength was high, the noncompliance 
with the 75 percent abrasion strength 
requirement was inconsequential to 
motor vehicle safety. However, both the 
unabraded webbing strength and the 
degradation rate requirements are 
important from a safety perspective, as 
explained in the preamble to the June 
2006 final rule.4 While DJG focused on 
the unabraded strength of the webbing, 
it largely ignored the high degradation 
rate of the webbing in the restraints 
covered by its Part 573 report. This lack 
of breaking strength retention after 
abrasion signals the distinct probability 
that the webbing strength would be 
insufficient throughout a lifetime of 
use.5 

DJG also stated that the abraded 
webbing strength in its restraints, as 
measured at 10,903 N, is far in excess 
of the anchorage strength requirement 
specified in FMVSS No. 225. However, 
as noted in the preamble to the June 
2006 final rule, the abrasion test is an 
accelerated aging test that provides a 
snapshot of the webbing over prolonged 
exposure to environmental conditions. 
The test does not replicate the lifetime 
use of the webbing 6 and therefore the 
webbing would have less strength after 
further abrasion. If the webbing from a 
child restraint lost a significant 
percentage of its strength under the test, 
there would be substantial questions 
about its ability to perform as intended 
over a long term use of the child 
restraint. The high degradation rate of 
the DJG webbing gives significant cause 
for concern that the webbing could 
abrade to the point where the webbing 
strength is lower than the tether anchor 
strength, providing for an unsafe 
connection to the vehicle. 

Finally, DJG stated that a minimum 
abraded breaking strength should be 
specified in the standard. Advocates 
expressed a similar concern, stating in 
its comment that NHTSA should 
establish an absolute webbing strength 
requirement for unabraded webbing, as 
well as a minimum numerical breaking 
strength requirement for webbing that 
has been subjected to abrasion.7 NHTSA 
agreed with both Dorel and Advocates 
and, following the submission of these 
petitions, published a proposal to revise 
the standard. The final rule reaffirmed 
that retaining control over material 
degradation rates is critical to ensure 
sufficient webbing strength over time.8 

In summary, the DJG webbing met 
only 55 percent of the original webbing 
breaking strength in the abrasion test. 
Such substantial (almost 50 percent) 
degradation in strength, 
notwithstanding the original webbing 
strength, indicates that the webbing 
could not be relied upon to provide 
adequate strength for the life of the 
restraint. 

In consideration of the foregoing, 
NHTSA has decided that DJG has not 
met its burden of persuasion that the 
noncompliance it describes is 
inconsequential to motor vehicle safety. 
Accordingly, DJG’s application is hereby 
denied. DJG must fulfill its obligation to 
notify and remedy under 49 U.S.C. 
30118(d) and 30120(h). 
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9 Veridian is now known as Calspan. 

10 55 FR 17970, April 30, 1990. 
11 The forces in a crash increase exponentially as 

velocity increases. 
12 70 FR 37734, June 30, 2005; Docket NHTSA– 

2005–21243–0002. 
13 Of the 109 samples from the FY 2000 to FY 

2002 compliance data, only the DJG (Cosco) harness 
webbing failed to meet the current 60 percent of 
original strength requirement after exposure to 
light. 

14 68 FR 43964, July 25, 2003. 

15 We note that following light exposure, the 
Dorel harness webbing had a strength of 4539 N. 
Under the 2006 rule, the minimum strength for new 
webbing is 11,000 N. That rule did not change the 
60 percent strength retention requirement. As a 
frame of reference, webbing that had a strength of 
11,000 N that retained 60 percent of its strength 
would have a strength of 6,600 N. The Dorel tether 
webbing had a strength, after exposure to light, of 
only 4,539 N. 

Light Exposure Petition Summary 

The noncompliant harness webbing 
was identified as gray Wellington style 
#N2216E1–917, lots numbered 2063F, 
2100F, and 2140D, manufactured from 
March 15, 2002 through August 1, 2002. 
FMVSS No. 213, S5.4.1(b) requires that 
the webbing of belts provided with a 
child restraint system meet the 
requirements of S4.2(e) of FMVSS No. 
209. FMVSS No. 209, S4.2(e), requires a 
breaking strength of not less than 60 
percent of the strength before exposure 
to a carbon arc light when tested by the 
procedure specified in S5.1(e) of 
FMVSS No. 209. Following the carbon 
arc exposure test, the DJG harness 
webbing retained only 37 percent of the 
original webbing breaking strength 
(from 12,371 N to 4,539 N). 

DJG pointed out that testing at 
Veridian 9 (simulating a 30 mph (48 km/ 
h) crash condition) showed a dynamic 
load of between 846 N and 1,433 N. DJG 
asserted that its light-exposed harness 
webbing breaking strength of 4,539 N far 
exceeded these dynamic loads. DJG 
argued that without a minimum 
breaking strength requirement, other 
webbing with a much lower initial 
breaking strength could comply with the 
standard at a much lower breaking 
strength than the DJG’s 4,539 N, as long 
as it retained 60 percent of the original 
webbing strength. DJG commented that 
while its webbing, which was made of 
nylon fabrics, was noncompliant when 
exposed to carbon arc light filtered by 
a Corex-D filter (tested according to the 
standard’s requirements), the webbing 
was compliant when exposed to carbon 
arc light filtered by a soda-lime glass 
filter (specified by the standard for use 
only for polyester fabrics). DJG also 
commented that because the standard 
relies on carbon arc light for resistance 
to light testing, the method is obsolete. 
DJG stated in Exhibit 7 to its petition 
that after being subjected to a xenon arc 
lamp for 300 hours the webbing retained 
93.5 percent of its initial breaking 
strength. Therefore, DJG argued that the 
noncompliance is inconsequential to 
motor vehicle safety. 

NHTSA Decision on Light Exposure 
Petition 

First, DJG asserted that its light- 
exposed harness webbing breaking 
strength of 4,539 N far exceeds forces in 
dynamic crash testing at 30 mph by a 
factor of 3.1 to 6.8 times. NHTSA does 
not find this persuasive. A 30 mile per 
hour test is not indicative of the upper 
limit of safety. The test conditions in 
FMVSS No. 213 reflect the concern that 

child restraints will withstand even the 
most severe crashes.10 These are well 
above 30 mph.11 

DJG also asserted that under a 
standard that lacks a specific minimum 
strength requirement, manufacturers 
could produce webbing with very low 
after-exposure strength if the pre- 
exposure strength was also low. This 
assertion is theoretical. The agency’s FY 
2000 to FY 2002 available compliance 
test data for harness webbing 12 showed 
that the median strength after light 
exposure was 10,636 N, and that the 
median exposed/original webbing 
strength ratio was 10,636 N/12,594 N or 
84 percent, both of which are far 
superior to DJG’s webbing strength after 
light exposure of only 4539 N and 
strength ratio of 37%.13 In order to 
prevent manufacturers from producing 
harness webbing with low strengths 
before and after light exposure, NHTSA 
established minimum breaking strengths 
in the June 2006 final rule. 

DJG provided test data for its nylon 
webbing filtered by a soda-lime glass 
filter. However, the standard specifies 
that webbing made of nylon fabrics, as 
in this case, be tested using the Corex- 
D filter. The soda-lime glass filter is 
appropriate only for polyester webbing. 
Therefore, the DJG compliant data was 
based on testing using an inappropriate 
light filter, and was not conducted 
according to FMVSS No. 213 
requirements. 

Finally, DJG did not substantiate its 
statement that carbon arc testing is 
obsolete for testing child restraint 
webbing materials. NHTSA believes that 
the test results obtained by the carbon 
arc test method are an appropriate 
reflection of the strength capabilities of 
DJG’s webbing. While NHTSA has 
decided to use a xenon arc lamp for 
weathering tests of glazing materials 
under FMVSS No. 205, ‘‘Glazing 
materials,’’ 14 the conclusion in that 
rulemaking does not mean that the 
carbon arc is not indicative of the 
sunlight spectral power distribution or 
that it produces invalid weathering 
results for webbing materials. 

In summary, the DJG harness webbing 
met only 37 percent of the original 
webbing breaking strength when tested 
according to the standard with a Corex- 

D filter. Such a rapid (over 60 percent) 
strength degradation is an indication of 
a quality control problem for that 
webbing and signals the distinct 
probability that the webbing strength 
would be insufficient throughout its 
use.15 

In consideration of the foregoing, 
NHTSA has decided that DJG has not 
met its burden of persuasion that the 
noncompliance it describes is 
inconsequential to motor vehicle safety. 
Accordingly, DJG’s application is hereby 
denied. DJG must fulfill its obligation to 
notify and remedy under 49 U.S.C. 
30118(d) and 30120(h). 

Authority: 49 U.S.C 30118(d) and 
30120(h); delegations of authority at 49 CFR 
1.50 and 49 CFR 501.8 

Issued on: July 14, 2008. 
Stephen R. Kratzke, 
Associate Administrator for Rulemaking. 
[FR Doc. E8–16431 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–59–P 

DEPARTMENT OF TRANSPORTATION 

Pipeline and Hazardous Materials 
Safety Administration 

Hazardous Materials: Meeting Future 
Hazardous Materials Transportation 
Safety Challenges 

AGENCY: Pipeline and Hazardous 
Materials Safety Administration 
(PHMSA), DOT. 
ACTION: Notice of public workshop— 
‘‘Transporting Hazardous Materials 
Safely—the Next 100 Years.’’ 

SUMMARY: PHMSA is hosting a public 
workshop to identify and discuss 
strategies for meeting emerging 
hazardous materials transportation 
safety challenges, particularly in the 
development of innovative safety 
solutions that provide the Department of 
Transportation, other federal agencies, 
state agencies, the regulated community, 
and emergency response organizations 
with flexible tools to manage and reduce 
safety risks. The workshop will provide 
an opportunity for PHMSA and its 
stakeholders to discuss the future 
direction of the hazardous materials 
transportation safety program, with a 
focus on three broad themes: (1) Safety, 
Risk Reduction, and Integrity 
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Management; (2) 21st Century 
Solutions: Using New Technology for 
Improved Safety Controls/Improving 
Safety Controls for New Technology; 
and (3) Achieving Balance and 
Effectiveness—Consistency and 
Uniformity. 

DATES: July 31, 2008, starting at 8:30 
a.m. 

ADDRESSES: The workshop will be held 
at the U.S. Department of Housing and 
Urban Development Conference 
Facility, 451 7th Street, SW., 
Washington, DC 20410. For information 
on the facilities or to request special 
accommodations at the workshop, 
please contact Ms. Maria Howard by 
telephone or e-mail as soon as possible. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Maria Howard, 202–266–0225, e-mail 
Maria.Howard@dot.gov or LaToya 
Moore, 202–366–0656, e-mail 
Latoya.Moore@dot.gov, Office of 
Hazardous Materials Safety, Pipeline 
and Hazardous Materials Safety 
Administration. 

SUPPLEMENTARY INFORMATION: The U.S. 
Department of Transportation (DOT), 
through PHMSA and other DOT 
operating administrations, is 
responsible for a comprehensive, 
nationwide program designed to protect 
the Nation from the risks to life, health, 
property, and the environment inherent 
in the commercial transportation of 
hazardous materials. This year marks 
the 100th anniversary of the hazardous 
materials transportation safety program, 
which originated with enactment of the 
Transportation of Explosives and Other 
Dangerous Articles Act (specifically, 
‘‘An Act to promote the safe 
transportation in interstate commerce of 
explosives and other dangerous 
articles’’) on May 30, 1908. The Act 
charged the Interstate Commerce 
Commission (ICC) with formulating 
binding regulations ‘‘in accord with the 
best known practicable means for 
securing safety in transit, covering the 
packing, marking, loading, handling 
while in transit, and the precautions 
necessary to determine whether the 
material when offered is in proper 
condition to transport.’’ The Act 
specifically required the marking of 
every package containing explosives ‘‘or 
other dangerous articles’’ and prohibited 
false or deceptive markings, 
descriptions, or declarations. 

Since 1908, the federal program to 
minimize the risks associated with the 
commercial transportation of hazardous 
materials has evolved from its initial 
focus on the regulation of explosives to 
a broad and comprehensive safety and 
security program applicable to a wide 

variety of materials and articles shipped 
by multiple modes of transport across 
interstate and international boundaries 
and overseen by an array of federal and 
state agencies. Hazardous materials are 
essential to the economy of the United 
States and the well-being of its people. 
Hazardous materials fuel automobiles, 
and heat and cool homes and offices, 
and are used for farming and medical 
applications and in manufacturing, 
mining, and other industrial processes. 
More than 3 billion tons of regulated 
hazardous materials—including 
explosive, poisonous, corrosive, 
flammable, and radioactive materials— 
are transported in this country each 
year. Over 800,000 shipments of 
hazardous materials move daily by 
plane, train, truck, or vessel in 
quantities ranging from several ounces 
to many thousands of gallons. These 
shipments frequently move through 
densely populated or sensitive areas 
where the consequences of an incident 
could be loss of life or serious 
environmental damage. Our 
communities, the public, and workers 
engaged in hazardous materials 
commerce count on the safety and 
security of these shipments. 

The system of controls and standards 
developed over the last 100 years has 
achieved considerable success in 
reducing the risks posed by the 
commercial transportation of hazardous 
materials. As we look to the future, we 
want to build on this success, 
particularly in the development of 
innovative safety solutions that provide 
the agency, our federal and state 
partners, the regulated community, and 
emergency response officials with 
flexible tools to manage and reduce 
safety risks. 

To this end, PHMSA is hosting a 
public workshop on July 31, 2008. We 
are planning an interactive workshop 
that will engage our stakeholders on a 
range of topics that we consider critical 
to the future direction of the hazardous 
materials transportation safety program. 
This workshop will provide an 
opportunity for our stakeholders to 
suggest ways to improve on our vision 
and ideas for making the vision a 
reality. Equally important, the workshop 
will provide a forum for our 
stakeholders to identify common issues 
and problems and suggest synergistic 
strategies for addressing them. We hope 
that the workshop will surface a range 
of views on how to meet the challenges 
ahead, focusing on three broad areas: 

1. Safety, Risk Reduction, and Integrity 
Management 

With safety as our top priority, the 
hazardous materials transportation 

safety program targets continued 
reduction in transportation risk, even as 
the size and complexity of the system 
grow. The program is challenged to 
quickly identify emerging risks and 
develop innovative, flexible, and 
effective safety controls to address those 
risks. For example, we are considering 
whether integrity management 
principles could be effectively applied 
to hazardous materials transportation 
activities to enhance safety. Integrity 
management is a risk reduction program 
that promotes continuous improvement 
in safety performance by requiring 
companies to collect and use 
information to guide system-specific 
planning and implementation of risk 
controls. PHMSA has successfully 
implemented integrity management 
requirements under its Pipeline Safety 
program, achieving improved safety 
performance without undue regulatory 
burden. Quality assurance programs 
may also be an effective way to identify 
and address system-wide safety risks. 

2. 21st Century Solutions: New 
Technology for Improved Safety 
Controls/Improving Safety Controls for 
New Technology 

A second set of challenges for the 
hazardous materials transportation 
safety program reflects the opportunities 
and risks posed by rapid technological 
advances. The safety controls developed 
over the program’s first 100 years need 
to keep pace with the demands of our 
fast-moving, far-reaching economy and 
transportation systems. As we embark 
on the program’s second century, we are 
committed to improving the quality, 
reliability, and timeliness of information 
guiding all parts of the safety control 
system, including hazard 
communication. Because of their 
capabilities to improve the speed, 
accuracy, and efficiency of 
communications, wireless and 
electronic data systems and tools are 
rapidly replacing paper-based systems 
for documenting transactions, tracing 
shipments, and exchanging commercial 
information. As the private sector and 
government agencies transition to 
paperless systems, adherence to 
longstanding paper-based requirements 
for hazardous materials transportation 
places an increasing burden on the 
system, contributing to freight delays 
and congestion. At the same time, 
reliance on paper-based 
communications may limit the 
effectiveness of hazard communication 
and impair or delay response to hazmat 
incidents and emergencies. Deploying 
new communication technologies holds 
the promise of improving safety, even as 
it reduces regulatory burdens and 
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1 Pursuant to 49 CFR 365.413, et seq. a notice of 
name change has been furnished 
contemporaneously to the Federal Motor Carrier 
Safety Administration reflecting that the correct 
name of the entity referred to as TMS, LLC in the 
Board’s decision in Docket No. MC–F–20996, 
served January 10, 2003, is Transportation 
Management Systems, LLC. 

2 TMS does business under the following trade 
names: Colorado Mountain Express and/or CME 
Premier and/or Premier VIP Transportation, and/or 
Resort Express. 

improves the performance of the 
transportation system. 

A related challenge is to find ways to 
quickly develop and implement 
appropriate safety controls for new 
materials or technologies that are not 
covered by current regulatory 
requirements. Transportation is key to 
promoting the development and 
widespread utilization of new 
technologies. Government and industry 
must be able to address possible safety 
risks associated with new materials or 
technologies without undue delays in 
authorizing their transportation. One 
strategy may be for a company to invest 
in independent, third-party analyses of 
safety risks associated with a new 
material or technology that would then 
form the basis for development of 
rigorous transportation controls that 
would be approved by PHMSA pending 
promulgation of more general regulatory 
requirements. 

C. Achieving Balance and 
Effectiveness—Consistency and 
Uniformity 

A third challenge for the hazardous 
materials transportation safety program 
is to identify integrated strategies for 
advancing safety that involve the many 
regulatory agencies and non-federal 
jurisdictions with hazardous materials 
oversight responsibilities. A number of 
federal agencies, including the 
Environmental Protection Agency, the 
Occupational Safety and Health 
Administration, the Bureau of Alcohol, 
Tobacco, Firearms, and Explosives, and 
the Department of Homeland Security, 
have regulatory authority over facilities 
that manufacture, handle, and store 
hazardous materials outside of 
transportation. In addition, state and 
local governments may elect to regulate 
facilities that manufacture or store 
hazardous materials within their 
jurisdictions. Because these agencies 
and authorities have different interests 
and goals, regulated entities are 
sometimes confronted with a myriad of 
differing and, perhaps, inconsistent 
requirements that impair productivity 
and efficiency and could adversely 
affect safety. At the same time, critical 
safety issues may not be addressed at 
all. A broad strategy to more closely 
integrate all of these programs would 
enhance system wide risk reduction 
through information and data sharing, 
early identification of safety problems, 
and leveraging of resources. 

PHMSA invites all interested persons, 
including state and local officials, 
emergency response personnel, and 
hazardous materials shippers and 
carriers, to participate in this workshop. 
We would like to use this forum to 

promote a dialogue among all interested 
stakeholders to help us identify the 
most appropriate strategies for 
identifying and addressing emerging 
transportation safety challenges. If you 
wish to participate in the public 
workshop, you must provide your name 
and organization to Ms. Maria Howard 
by telephone (202–366–0225) or e-mail 
(Maria.Howard@dot.gov) or Latoya 
Moore by telephone (202–366–0656) or 
e-mail (Latoya.Moore@dot.gov) no later 
than July 24, 2008. Non-federal 
personnel must also provide the last five 
digits of their social security numbers. 
Providing this information will facilitate 
the security screening process for entry 
into the building on the day of the 
workshop. Participants should plan to 
arrive at 8 a.m. and must present a 
picture ID to enter the building. 
Participants do not need to prepare oral 
comments, but rather, be prepared to 
take part in an open discussion on the 
issues outlined above. 

Issued in Washington, DC on July 15, 2008. 
Theodore L. Willke, 
Associate Administrator for Hazardous 
Materials Safety. 
[FR Doc. E8–16503 Filed 7–17–08; 8:45 am] 
BILLING CODE 4910–60–P 

DEPARTMENT OF TRANSPORTATION 

Surface Transportation Board 

[STB Docket No. MC–F–21028] 

Delivery Acquisition, Inc.—Purchase— 
Transportation Management Systems, 
LLC and East West Resort 
Transportation, LLC 

AGENCY: Surface Transportation Board. 
ACTION: Notice Tentatively Approving 
Finance Transaction. 

SUMMARY: On June 19, 2008, Delivery 
Acquisition, Inc. (Delivery) an indirect 
subsidiary of Vail Resorts, Inc. (VRI), 
filed an application under 49 U.S.C. 
14303 to acquire control, through 
purchase, of the properties of 
Transportation Management Systems, 
LLC f/k/a TMS, Inc.1 (TMS) and East 
West Resort Transportation, LLC 
(EWRT). The application also sought 
Board authority for VRI to control 
Delivery, which will become a carrier 
upon its acquisition of the carrier assets, 
including operating authorities, of TMS 

and EWRT. Persons wishing to oppose 
this application must follow the rules at 
49 CFR 1182.5 and 1182.8. The Board 
has tentatively approved the 
transaction, and, if no opposing 
comments are timely filed, this notice 
will be the final Board action. 
DATES: Comments must be filed by 
September 2, 2008. Applicants may file 
a reply by September 16, 2008. If no 
comments are filed by September 2, 
2008, this notice is effective on that 
date. 

ADDRESSES: Send an original and 10 
copies of any comments referring to STB 
Docket No. MC–F–21028 to: Surface 
Transportation Board, 395 E Street, SW., 
Washington, DC 20423–0001. In 
addition, send one copy of comments to 
Delivery’s representative: Mark A. 
Davidson, Dufford & Brown P.C., 1700 
Broadway, Suite 2100, Denver, CO 
80290–2101, and send one copy of 
comments to TMS’s representative: 
Thomas J. Burke, Jr., Jones & Keller, 
P.C., 1625 Broadway, Suite 1600, 
Denver, CO 80202–4727. 
FOR FURTHER INFORMATION CONTACT: Julia 
Farr (202) 245–0359 [Federal 
Information Relay (FIRS) for the hearing 
impaired: 1–800–877–8339]. 
SUPPLEMENTARY INFORMATION: Delivery is 
a Colorado corporation and is a newly 
created direct subsidiary of The Vail 
Corporation, which is a subsidiary of 
Vail Holdings, Inc., which is, in turn, a 
subsidiary of VRI, a Delaware 
corporation. VRI operates year-round 
resorts in Colorado and controls, 
through The Vail Corporation, Grand 
Teton Lodge Company, a registered 
motor passenger carrier (MC–6259). 
Applicants seek authorization under 49 
U.S.C. 14303(a)(5) for VRI, as a person 
in control of a carrier, to acquire control 
of the assets of EWRT and TMS through 
Delivery’s transaction. 

Following the transaction, Delivery 
will be a carrier. Delivery and Grand 
Teton Lodge Company will become 
affiliated carriers through VRI, although 
none of these carriers will be in control 
of the others. 

Delivery will control, through 
purchase, the assets, including 
certificates of public convenience and 
necessity of EWRT and TMS 2 both of 
which are Delaware limited liability 
companies. TMS and EWRT are lessor 
and lessee, respectively, of the operating 
rights issued by the former Interstate 
Commerce Commission in MC–169714 
and MC–174332, providing for special 
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3 The parties submitted a copy of the Asset 
Purchase Agreement, covering the entire 
transaction, with their application. 

and charter operations in interstate and 
foreign commerce, and in MC–181367, 
providing for interstate and intrastate 
regular route operations. TMS and 
EWRT are also lessor and lessee, 
respectively, of an operating right issued 
by the Public Utilities Commission of 
the State of Colorado. Delivery will 
acquire the intrastate operating 
authority as a result of the transaction. 

To consummate the transaction, TMS 
and EWRT propose to sell all their 
assets, including their interests in the 
operating rights to Delivery, for a 
purchase price of $41.5 million, subject 
to certain adjustments.3 

Applicants state that the 12-month 
aggregate gross operating revenues of all 
motor carriers controlling, controlled 
by, or under common control with any 
party from all transportation sources 
exceed the $2 million jurisdictional 
threshold of 49 U.S.C. 14303(g). 

Under 49 U.S.C. 14303(b), the Board 
must approve and authorize a 
transaction we find consistent with the 
public interest, taking into 
consideration at least: (1) The effect of 
the transaction on the adequacy of 
transportation to the public; (2) the total 
fixed charges that result; and (3) the 
interest of affected carrier employees. 

Applicants have submitted 
information, as required by 49 CFR 
1182.2(a)(7), to demonstrate that the 
proposed acquisition of control is 
consistent with the public interest 
under 49 U.S.C. 14303(b). Applicants 
state that the proposed transaction will 
improve the efficiency of transportation 
services available to the public, that the 
operations of the carriers involved will 
remain unchanged, that there are no 
fixed charges associated with the 
proposed transaction, and that the 
employees of EWRT and TMS will not 
be adversely affected. In addition, 
applicants have submitted all of the 
other statements and verifications 
required by 49 CFR 1182.8. Additional 
information, including a copy of the 
application, may be obtained from 
applicants’ representative. 

On the basis of the application, we 
find that the proposed acquisition of 
control is consistent with the public 
interest and should be authorized. If any 
opposing comments are timely filed, 
this finding will be deemed vacated, 
and unless a final decision can be made 
on the record as developed, a 
procedural schedule will be adopted to 
reconsider the application. See 49 CFR 
1182.6(c). If no opposing comments are 
filed by the expiration of the comment 

period, this notice will take effect 
automatically and will be the final 
Board action. 

Board decisions and notices are 
available on our Web site at ‘‘http:// 
www.stb.dot.gov.’’ 

This decision will not significantly 
affect either the quality of the human 
environment or the conservation of 
energy resources. 

It is ordered: 
1. The proposed finance transaction is 

approved and authorized, subject to the 
filing of opposing comments. 

2. If timely opposing comments are 
filed, the findings made in this notice 
will be deemed as having been vacated. 

3. This notice will be effective on 
September 2, 2008, unless timely 
opposing comments are filed. 

4. A copy of this notice will be served 
on: (1) The U.S. Department of 
Transportation, Federal Motor Carrier 
Safety Administration, 1200 New Jersey 
Avenue, SE., Washington, DC 20590; (2) 
the U.S. Department of Justice, Antitrust 
Division, 950 Pennsylvania Avenue, 
NW., Washington, DC 20530; and (3) the 
U.S. Department of Transportation, 
Office of the General Counsel, 1200 New 
Jersey Avenue, SE., Washington, DC 
20590. 

Decided: July 14, 2008. 
By the Board, Chairman Nottingham, Vice 

Chairman Mulvey, and Commissioner 
Buttrey. 
Anne K. Quinlan, 
Acting Secretary. 
[FR Doc. E8–16409 Filed 7–17–08; 8:45 am] 
BILLING CODE 4915–01–P 

DEPARTMENT OF THE TREASURY 

Office of the Comptroller of the 
Currency 

Privacy Act of 1974, as Amended; 
System of Records 

AGENCY: Office of the Comptroller of the 
Currency, Treasury. 
ACTION: Notice of systems of records. 

SUMMARY: In accordance with the 
requirements of the Privacy Act of 1974, 
as amended, 5 U.S.C. 552a, the Office of 
the Comptroller of the Currency, 
Treasury, is publishing its Privacy Act 
systems of records. 
SUPPLEMENTARY INFORMATION: Pursuant 
to the Privacy Act of 1974 (5 U.S.C. 
552a) and the Office of Management and 
Budget (OMB) Circular No. A–130, the 
Comptroller of the Currency (OCC) has 
completed a review of its Privacy Act 
systems of records notices to identify 
minor changes that will more accurately 
describe these records. 

This publication incorporates the 
amendment to Treasury/CC.600— 
Consumer Complaint and Inquiry 
Information System that was published 
on October 18, 2006, at 71 FR 61538. 
Other changes throughout the document 
are editorial in nature and consist 
principally of revising address 
information and minor editorial 
changes. The systems of records were 
last published in their entirety on July 
11, 2005, at 70 FR 39853–39864. 

On May 22, 2007, the Office of 
Management and Budget (OMB) issued 
Memorandum M–07–16 entitled 
‘‘Safeguarding Against and Responding 
to the Breach of Personally Identifiable 
Information.’’ It required agencies to 
publish a routine use providing for a 
breach remediation as recommended by 
the President’s Identity Theft Task 
Force. As part of that effort, the 
Department published a notice of a 
proposed routine use on October 3, 
2007, at 72 FR 56434, and it was 
effective on November 13, 2007. The 
new routine use has been added and is 
reflected in each OCC systems of 
records notices below. 

Department of the Treasury 
regulations require the Department to 
publish the existence and character of 
all systems of records every three years 
(31 CFR 1.23(a)(1)). With respect to its 
inventory of Privacy Act systems of 
records, the OCC has determined that 
the information contained in its systems 
of records is accurate, timely, relevant, 
complete, and is necessary to maintain 
the proper performance of a 
documented agency function. 

Systems Covered by This Notice 

This notice covers all systems of 
records adopted by the OCC up to June 
3, 2008. The systems notices are 
reprinted in their entirety following the 
Table of Contents. 

Dated: July 11, 2008. 
Elizabeth Cuffe, 
Deputy Assistant Secretary for Privacy and 
Treasury Records. 

The Comptroller of the Currency (OCC) 

Table of Contents 

CC.100—Enforcement Action Report System 
CC.110—Reports of Suspicious Activities 
CC.120—Bank Fraud Information System 
CC.200—Chain Banking Organizations 

System 
CC.210—Bank Securities Dealers System 
CC.220—Section 914 Tracking System 
CC.340—Access Control System 
CC.500—Chief Counsel’s Management 

Information System 
CC.510—Litigation Information System 
CC.600—Consumer Complaint and Inquiry 

Information System 
CC.700—Correspondence Tracking System 
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Treasury/Comptroller .100 

SYSTEM NAME: 

Enforcement Action Report System— 
Treasury/Comptroller. 

SYSTEM LOCATION: 

Office of the Comptroller of the 
Currency (OCC), Enforcement and 
Compliance Division, 250 E Street, SW., 
Washington, DC 20219–0001. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system 
are: (1) Current and former directors, 
officers, employees, shareholders, and 
independent contractors of financial 
institutions who have had enforcement 
actions taken against them by the OCC, 
the Board of Governors of the Federal 
Reserve System, the Federal Deposit 
Insurance Corporation, the Office of 
Thrift Supervision, or the National 
Credit Union Administration; 

(2) Current and former directors, 
officers, employees, shareholders, and 
independent contractors of financial 
institutions who are the subjects of 
pending enforcement actions initiated 
by the OCC; and 

(3) Individuals who must obtain the 
consent of the Federal Deposit 
Insurance Corporation pursuant to 12 
U.S.C. 1829 to become or continue as an 
institution-affiliated party within the 
meaning of 12 U.S.C. 1813(u) of a 
federally-insured depository institution, 
a direct or indirect owner or controlling 
person of such an entity, or a direct or 
indirect participant in the conduct of 
the affairs of such an entity. 

CATEGORIES OF RECORDS IN THE SYSTEM: 

Records maintained in this system 
may contain the names of individuals, 
their positions or titles with financial 
institutions, descriptions of offenses and 
enforcement actions, and descriptions of 
offenses requiring Federal Deposit 
Insurance Corporation approval under 
12 U.S.C. 1829. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

12 U.S.C. 1, 27, 481, 1817(j), 1818, 
1820, and 1831i. 

PURPOSE: 

This system of records is used by the 
OCC to monitor enforcement actions 
and to assist it in its regulatory 
responsibilities, including review of the 
qualifications and fitness of individuals 
who are or propose to become 
responsible for the business operations 
of CC-regulated entities. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) An OCC-regulated entity when the 
information is relevant to the entity’s 
operations; 

(2) Third parties to the extent 
necessary to obtain information that is 
relevant to an examination or 
investigation; 

(3) The news media in accordance 
with guidelines contained in 28 CFR 
50.2; 

(4) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
and necessary to the governmental or 
self-regulatory organization’s regulation 
or supervision of financial service 
providers, including the review of the 
qualifications and fitness of individuals 
who are or propose to become 
responsible for the business operations 
of such providers; 

(5) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(6) A congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 

(7) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(8) Third parties when mandated or 
authorized by statute, or 

(9) Appropriate agencies, entities, and 
persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 

Records maintained in this system are 
stored electronically. 

RETRIEVABILITY: 

Records maintained in this system 
may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to electronic records is 

restricted to authorized personnel who 
have been issued non-transferrable 
access codes and passwords. 

RETENTION AND DISPOSAL: 
Records are retained in accordance 

with the OCC’s records management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 
Director, Enforcement and 

Compliance Division, Law Department, 
Office of the Comptroller of the 
Currency, 250 E Street, SW., 
Washington, DC 20219–0001. 

NOTIFICATION PROCEDURE: 

An individual wishing to be notified 
if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
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representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 
Non-exempt information maintained 

in this system is obtained from OCC 
personnel, OCC-regulated entities, other 
federal financial regulatory agencies, 
and criminal law enforcement 
authorities. 

EXEMPTIONS CLAIMED FOR THIS SYSTEM: 
Records maintained in this system 

have been designated as exempt from 5 
U.S.C. 552a(c)(3), (d)(1), (2), (3), and (4), 
(e)(1), (e)(4)(G), (H), and (I), and (f) of 
the Privacy Act pursuant to 5 U.S.C. 
552a(k)(2). See 31 CFR 1.36. 

Treasury/Comptroller .110 

SYSTEM NAME: 
Reports of Suspicious Activities— 

Treasury/Comptroller. 

SYSTEM LOCATION: 
Office of the Comptroller of the 

Currency (OCC), Enforcement and 
Compliance Division, 250 E Street, SW., 
Washington, DC 20219–0001. 
Suspicious Activity Reports (SARs) are 
managed by the Financial Crimes 
Enforcement Network (FinCEN), 
Department of the Treasury, 2070 Chain 
Bridge Road, Vienna, Virginia 22182, 
and stored at the IRS Computing Center 
in Detroit, Michigan. Information 
extracted from or relating to SARs or 
reports of crimes and suspected crimes 
is maintained in an OCC electronic 
database. This database, as well as the 
database managed by FinCEN, is 
accessible to designated OCC 
headquarters and district office 
personnel. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system are 
individuals who have been designated 
as suspects or witnesses in SARs or 
reports of crimes and suspected crimes. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Records maintained in this system 

may contain the name of the entity to 
which a report pertains, the names of 
individual suspects and witnesses, the 
types of suspicious activity involved, 
and the amounts of known losses. Other 
records maintained in this system may 
contain arrest, indictment and 
conviction information, and information 
relating to administrative actions taken 
or initiated in connection with activities 

reported in a SAR or a report of crime 
and suspected crime. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

12 U.S.C. 1, 27, 481, 1817(j), 1818, 
1820, and 1831i; 31 U.S.C. 5318. 

PURPOSE: 

This system of records is used by the 
OCC to monitor criminal law 
enforcement actions taken with respect 
to known or suspected criminal 
activities affecting OCC-regulated 
entities. System information is used to 
determine whether matters reported in 
SARs warrant the OCC’s supervisory 
action. Information in this system also 
may be used for other supervisory and 
licensing purposes, including the 
review of the qualifications and fitness 
of individuals who are or propose to 
become responsible for the business 
operations of OCC-regulated entities. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) The Department of Justice through 
periodic reports containing the 
identities of individuals suspected of 
having committed violations of criminal 
law; 

(2) An OCC-regulated entity if the 
SAR relates to that institution; 

(3) Third parties to the extent 
necessary to obtain information that is 
relevant to an examination or 
investigation; 

(4) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
and necessary to the governmental or 
self-regulatory organization’s regulation 
and supervision of financial service 
providers, including the review of the 
qualifications and fitness of individuals 
who are or propose to become 
responsible for the business operations 
of such providers; 

(5) An appropriate governmental, 
international, tribal, self-regulatory, or 
professional organization if the 
information is relevant to a known or 
suspected violation of a law or licensing 
standard within that organization’s 
jurisdiction; 

(6) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(7) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(8) Third parties when mandated or 
authorized by statute, or 

(9) Appropriate agencies, entities, and 
persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 

Records maintained in this system are 
stored electronically. 

RETRIEVABILITY: 

Records maintained in this system 
may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 

Access to electronic records is 
restricted to authorized personnel who 
have been issued non-transferrable 
access codes and passwords. 

RETENTION AND DISPOSAL: 

Records are retained in accordance 
with the OCC’s records management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGERS AND ADDRESS: 

Director, Special Supervision 
Division, Midsize/Community Bank 
Supervision, Office of the Comptroller 
of the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. 

NOTIFICATION PROCEDURE: 

An individual wishing to be notified 
if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, subpart C, Appendix J. 
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Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 
Non-exempt information maintained 

in this system is obtained from CC 
personnel, OCC-regulated entities, other 
financial regulatory agencies, criminal 
law enforcement authorities, and 
FinCEN. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
Records in this system have been 

designated as exempt from 5 U.S.C. 
552a(c)(3) and (4), (d)(1), (2), (3), and 
(4), (e)(1), (e)(2), (e)(3), (e)(4)(G), (H), and 
(I), (e)(5), and (e)(8), (f), and (g) of the 
Privacy Act pursuant to 5 U.S.C. 
552a(j)(2) and (k)(2). See 31 CFR 1.36. 

Treasury/Comptroller .120 

SYSTEM NAME: 
Bank Fraud Information System— 

Treasury/Comptroller. 

SYSTEM LOCATION: 
Office of the Comptroller of the 

Currency (OCC), Bank Supervision 
Operations, 250 E Street, SW., 
Washington, DC 20219–0001. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system are 
those who submit complaints or 
inquiries about fraudulent or suspicious 

financial instruments or transactions or 
who are the subjects of complaints or 
inquiries. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Records maintained in this system 

may contain: The name, address, or 
telephone number of the individual who 
submitted a complaint or inquiry; the 
name, address, or telephone number of 
the individual or entity who is the 
subject of a complaint or inquiry; the 
types of activity involved; the date of a 
complaint or inquiry; and numeric 
codes identifying a complaint or 
inquiry’s nature or source. Supporting 
records may contain correspondence 
between the OCC and the individual or 
entity submitting a complaint or 
inquiry, correspondence between the 
OCC and an OCC-regulated entity, or 
correspondence between the OCC and 
other law enforcement or regulatory 
bodies. Other records maintained in this 
system may contain arrest, indictment 
and conviction information, and 
information relating to administrative 
actions taken or initiated in connection 
with complaints or inquiries. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
12 U.S.C. 1, 27, 481, 1817(j), 1818, 

1820, and 1831i; 31 U.S.C. 5318. 

PURPOSE: 
This system of records tracks 

complaints or inquiries concerning 
fraudulent or suspicious financial 
instruments and transactions. These 
records assist the OCC in its efforts to 
protect banks and their customers from 
fraudulent or suspicious banking 
activities. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) An OCC-regulated entity to the 
extent that such entity is the subject of 
a complaint, inquiry, or fraudulent 
activity; 

(2) Third parties to the extent 
necessary to obtain information that is 
relevant to the resolution of a complaint 
or inquiry, an examination, or an 
investigation; 

(3) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
and necessary to the governmental or 
self-regulatory organization’s regulation 
or supervision of financial service 
providers; 

(4) An appropriate governmental, 
international, tribal, self-regulatory, or 
professional organization if the 
information is relevant to a known or 
suspected violation of a law or licensing 

standard within that organization’s 
jurisdiction; 

(5) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(6) A congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 

(7) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(8) Third parties when mandated or 
authorized by statute, or 

(9) Appropriate agencies, entities, and 
persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 

Records maintained in this system are 
stored electronically, in card files, and 
in file folders. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to electronic records is 

restricted to authorized personnel who 
have been issued non-transferrable 
access codes and passwords. Other 
records are maintained in locked file 
cabinets or rooms. 

RETENTION AND DISPOSAL: 
Records are retained in accordance 

with the OCC’s records management 
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policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 
Director, Special Supervision, Bank 

Supervision Operations, Office of the 
Comptroller of the Currency, 250 E 
Street, SW., Washington, D.C. 20219– 
0001. 

NOTIFICATION PROCEDURE: 
An individual wishing to be notified 

if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 
Non-exempt information maintained 

in this system is obtained from 
individuals and entities who submit 
complaints or inquiries, OCC personnel, 
OCC-regulated entities, criminal law 
enforcement authorities, and 
governmental or self-regulatory bodies. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
Records maintained in this system 

have been designated as exempt from 5 
U.S.C. 552a(c)(3) and (4), (d)(1), (2), (3), 
and (4), (e)(1), (e)(2), (e)(3), (e)(4)(G), (H), 

and (I), (e)(5), (e)(8), (f), and (g) of the 
Privacy Act pursuant to 5 U.S.C. 
552a(j)(2) and (k)(2). See 31 CFR 1.36. 

Treasury/Comptroller .200 

SYSTEM NAME: 
Chain Banking Organizations 

System—Treasury/Comptroller. 

SYSTEM LOCATION: 
Office of the Comptroller of the 

Currency (OCC), Operations Risk Policy, 
250 E Street, SW., Washington, DC 
20219–0001, and the OCC’s district 
offices as follows: 

Central District Office, One Financial 
Place, Suite 2700, 440 South LaSalle 
Street, Chicago, IL 60605–1073; 

Northeastern District Office, 340 
Madison Avenue, Fifth Floor, New 
York, NY 10017–2613; 

Southern District Office, 500 North 
Akard Street, Suite 1600, Dallas, TX 
75201–3394; and 

Western District Office, 1225 17th 
Street, Suite 300, Denver, CO 80202– 
5534. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system are 
individuals who directly, indirectly, or 
acting through or in concert with one or 
more other individuals, own or control 
a chain banking organization. A chain 
banking organization exists when two or 
more independently chartered financial 
institutions, including at least one OCC- 
regulated entity, are controlled either 
directly or indirectly by the same 
individual, family, or group of 
individuals closely associated in their 
business dealings. Control generally 
exists when the common ownership has 
the ability or power, directly or 
indirectly, to: 

(1) Control the vote of 25 percent or 
more of any class of an organization’s 
voting securities; 

(2) Control in any manner the election 
of a majority of the directors of an 
organization; or 

(3) Exercise a controlling influence 
over the management or policies of an 
organization. A registered multibank 
holding company and its subsidiary 
banks are not ordinarily considered a 
chain banking group unless the holding 
company is linked to other banking 
organizations through common control. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Records maintained in this system 

contain the names of individuals who, 
either alone or in concert with others, 
own or control a chain banking 
organization. Other information may 
contain: The name, location, charter 
number, charter type, and date of last 

examination of each organization 
comprising a chain; the percentage of 
outstanding stock owned or controlled 
by controlling individuals or groups; 
and the name of any intermediate 
holding entity and the percentage of 
such entity owned or controlled by the 
individual or group. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

12 U.S.C. 1, 481, 1817(j), and 1820. 

PURPOSE: 

Information maintained in this system 
is used by the OCC to carry out its 
supervisory responsibilities with respect 
to national banks and District of 
Columbia banks operating under the 
OCC’s regulatory authority, including 
the coordination of examinations, 
supervisory evaluations and analyses, 
and administrative enforcement actions 
with other financial regulatory agencies. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) An OCC-regulated entity when 
information is relevant to the entity’s 
operation; 

(2) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
and necessary to the governmental or 
self-regulatory organization’s regulation 
or supervision of financial service 
providers; 

(3) An appropriate governmental, 
tribal, self-regulatory, or professional 
organization if the information is 
relevant to a known or suspected 
violation of a law or licensing standard 
within the organization’s jurisdiction; 

(4) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(5) A Congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 

(6) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(7) Third parties when mandated or 
authorized by statute, or 

(8) Appropriate agencies, entities, and 
persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
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information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Records maintained in this system are 

stored electronically. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to electronic records is 

restricted to authorized personnel who 
have been issued non-transferrable 
access codes and passwords. 

RETENTION AND DISPOSAL: 
Records are retained in accordance 

with the OCC’s records management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 
Director, Operational Risk Policy, 

Office of the Comptroller of the 
Currency, 250 E Street, SW., 
Washington, DC 20219–0001. 

NOTIFICATION PROCEDURE: 
An individual wishing to be notified 

if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 

form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 
Information maintained in this system 

is obtained from OCC personnel, other 
Federal financial regulatory agencies, 
and individuals who file notices of their 
intention to acquire control over an 
OCC-regulated financial institution. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
None. 

Treasury/Comptroller .210 

SYSTEM NAME: 
Bank Securities Dealers System— 

Treasury/Comptroller. 

SYSTEM LOCATION: 
Office of the Comptroller of the 

Currency (OCC), Credit and Market 
Risk, 250 E Street, SW., Washington, DC 
20219–0001. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system are 
individuals who are or seek to be 
associated with a municipal securities 
dealer or a government securities 
broker/dealer that is a national bank, a 
District of Columbia bank operating 
under the OCC’s regulatory authority, or 
a department or division of any such 
bank in the capacity of a municipal 
securities principal, municipal 
securities representative, or government 
securities associated person. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Records maintained in this system 

may contain an individual’s name, 
address history, date and place of birth, 
social security number, educational and 
occupational history, certain 
professional qualifications and testing 

information, disciplinary history, or 
information about employment 
termination. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

12 U.S.C. 1, 481, 1818, and 1820; 15 
U.S.C. 78o–4, 78o–5, 78q, and 78w. 

PURPOSE: 

This system of records will be used by 
the OCC to carry out its responsibilities 
under the Federal securities laws 
relating to the professional 
qualifications and fitness of individuals 
who engage or propose to engage in 
securities activities on behalf of national 
banks and District of Columbia banks 
operating under the OCC’s regulatory 
authority. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH SYSTEMS: 

Information maintained in this system 
may be disclosed to: 

(1) An OCC-regulated entity in 
connection with its filing relating to the 
qualifications and fitness of an 
individual serving or proposing to serve 
the entity in a securities-related 
capacity; 

(2) Third parties to the extent needed 
to obtain additional information 
concerning the professional 
qualifications and fitness of an 
individual covered by the system; 

(3) Third parties inquiring about the 
subject of an OCC enforcement action; 

(4) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
and necessary to the governmental or 
self-regulatory organization’s regulation 
or supervision of financial service 
providers, including the review of the 
qualifications and fitness of individuals 
who are or propose to become involved 
in the provider’s securities business; 

(5) An appropriate governmental, 
tribal, self-regulatory, or professional 
organization if the information is 
relevant to a known or suspected 
violation of a law or licensing standard 
within that organization’s jurisdiction; 

(6) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(7) A Congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 
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(8) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(9) Third parties when mandated or 
authorized by statute, or 

(10) Appropriate agencies, entities, 
and persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Records maintained in this system are 

stored electronically and in file folders. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to the electronic database is 

restricted to authorized personnel who 
have been issued non-transferrable 
access codes and passwords. Other 
records are maintained in locked file 
cabinets or rooms. 

RETENTION AND DISPOSAL: 
Records are retained in accordance 

with the OCC’s records management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 
Deputy Comptroller, Credit and 

Market Risk, Office of the Comptroller 
of the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. 

NOTIFICATION PROCEDURE: 
An individual wishing to be notified 

if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 
Information maintained in this system 

is obtained from OCC-regulated entities 
that are: Municipal securities dealers 
and/or government securities brokers/ 
dealers; individuals who are or propose 
to become municipal securities 
principals, municipal securities 
representatives, or government 
securities associated persons; or 
governmental and self-regulatory 
organizations that regulate the securities 
industry. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
None. 

Treasury/Comptroller .220 

SYSTEM NAME: 
Section 914 Tracking System— 

Treasury/Comptroller. 

SYSTEM LOCATION: 
Office of the Comptroller of the 

Currency (OCC), Special Supervision, 
250 E Street, SW., Washington, DC 
20219–0001. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system are 
those who are named in notices filed 
under 12 CFR 5.51 as proposed directors 

or senior executive officers of national 
banks, District of Columbia banks 
operating under the OCC’s regulatory 
authority, or federal branches of foreign 
banks (OCC-regulated entities). OCC- 
regulated entities file notices if they: 

(1) Have a composite rating of 4 or 5 
under the Uniform Financial 
Institutions Rating System; 

(2) Are subject to cease and desist 
orders, consent orders, or formal written 
agreements; 

(3) Have been determined by the OCC 
to be in ‘‘troubled condition;’’ 

(4) Are not in compliance with 
minimum capital requirements 
prescribed under 12 CFR Part 3; or 

(5) Have been advised by the OCC, in 
connection with its review of an entity’s 
capital restoration plan, that such filings 
are appropriate. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Records maintained in this electronic 

database may contain: the names, 
charter numbers, and locations of the 
OCC-regulated entities that have 
submitted notices pursuant to 5 CFR 
5.51; the names, addresses, dates of 
birth, and social security numbers of 
individuals proposed as either directors 
or senior executive officers; and the 
actions taken by the OCC in connection 
with these notices. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
12 U.S.C. 1, 27, 93a, 481, 1817(j), 

1818, 1820, and 1831i. 

PURPOSE: 
Information maintained in this system 

is used by the OCC to carry out its 
statutory and other regulatory 
responsibilities, including other reviews 
of the qualifications and fitness of 
individuals who propose to become 
responsible for the business operations 
of OCC-regulated entities. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) An OCC-regulated entity in 
connection with review and action on a 
notice filed by that entity pursuant to 12 
CFR 5.51; 

(2) Third parties to the extent 
necessary to obtain information that is 
pertinent to the OCC’s review and 
action on a notice received under 12 
CFR 5.51; 

(3) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
and necessary to the governmental or 
self-regulatory organization’s regulation 
or supervision of financial service 
providers, including the review of the 
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qualifications and fitness of individuals 
who are or propose to become 
responsible for the business operations 
of such providers; 

(4) An appropriate governmental, 
tribal, self-regulatory, or professional 
organization if the information is 
relevant to a known or suspected 
violation of a law or licensing standard 
within that organization’s jurisdiction; 

(5) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(6) A congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 

(7) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(8) Third parties when mandated or 
authorized by statute, or 

(9) Appropriate agencies, entities, and 
persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Records maintained in this system are 

stored electronically. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to electronic records is 

restricted to authorized personnel who 
have been issued non-transferrable 
access codes and passwords. 

RETENTION AND DISPOSAL: 

Records are retained in accordance 
with the OCC’s records management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 

Director, Special Supervision, Bank 
Supervision Operations, Office of the 
Comptroller of the Currency, 250 E 
Street, SW., Washington, DC 20219– 
0001. 

NOTIFICATION PROCEDURE: 

An individual wishing to be notified 
if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 

See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 

See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 

Information maintained in this system 
is obtained from OCC-regulated entities, 
individuals named in notices filed 
pursuant to 5 CFR 5.51, Federal or State 
financial regulatory agencies, criminal 
law enforcement authorities, credit 
bureaus, and OCC personnel. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
Records maintained in this system 

have been designated as exempt from 5 
U.S.C. 552a(c)(3), (d)(1), (2), (3), and (4), 
(e)(1), (e)(4)(G), (H), and (I), and (f) of 
the Privacy Act pursuant to 5 U.S.C. 
552a(k)(2). See 31 CFR 1.36. 

Treasury/Comptroller .340 

SYSTEM NAME: 
Access Control System—Treasury/ 

Comptroller. 

SYSTEM LOCATION: 
Office of the Comptroller of the 

Currency (OCC), Security Office, Office 
of Management, 250 E Street, SW., 
Washington, DC 20219–001. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system are 
OCC employees, contractors, agents, and 
volunteers who have been issued an 
OCC identification card. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Records maintained in this system 

may contain an individual’s name, 
location information, picture, and 
authorizations to use the OCC’s fitness 
facility or its headquarters parking 
garage, if applicable. This system of 
records also may contain time records of 
entrances and exits and attempted 
entrances and exits of OCC premises. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
12 U.S.C. 1, 481, and 482; 5 U.S.C. 

301. 

PURPOSE: 
The OCC has an electronic security 

system linked to identification cards 
which limits access to its premises to 
authorized individuals and records the 
time that individuals are on the 
premises. This system of records is used 
to assist the OCC in maintaining the 
security of its premises and to permit 
the OCC to identify individuals on its 
premises at particular times. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) Third parties to the extent 
necessary to obtain information that is 
relevant to an investigation concerning 
access to or the security of the OCC’s 
premises; 

(2) An appropriate governmental 
authority if the information is relevant 
to a known or suspected violation of a 
law within that organization’s 
jurisdiction; 

(3) The Department of Justice, a court, 
an adjudicative body, a party in 
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litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(4) A congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 

(5) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(6) Third parties when mandated or 
authorized by statute, or 

(7) Appropriate agencies, entities, and 
persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Records maintained in this system are 

stored electronically and in file folders. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to electronic records is 

restricted to authorized personnel who 
have been issued non-transferrable 
access codes and passwords. Other 
records are maintained in locked file 
cabinets or rooms. 

RETENTION AND DISPOSAL: 
Records are retained in accordance 

with the OCC’s records Management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 
Assistant Director for Critical 

Infrastructure Protection and Security 

(CIPS), Office of the Comptroller of the 
Currency, 250 E Street, SW., 
Washington, DC 20219–0001. 

NOTIFICATION PROCEDURE: 

An individual wishing to be notified 
if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 

See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 

See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 

Information maintained in this system 
is obtained from individuals and the 
OCC’s official personnel records. 
Information concerning entry and exit of 
OCC premises is obtained from 
identification card scanners. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 

None. 

Treasury/Comptroller .500 

SYSTEM NAME: 

Chief Counsel’s Management 
Information System—Treasury/ 
Comptroller. 

SYSTEM LOCATION: 
Office of the Comptroller of the 

Currency (OCC), Office of Chief 
Counsel, 250 E Street, SW., Washington, 
DC 20219–0001. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by the system are: 
Individuals who have requested 
information or action from the OCC; 
parties or witnesses in civil proceedings 
or administrative actions; individuals 
who have submitted requests for 
testimony and/or production of 
documents pursuant to 12 CFR part 4, 
Subpart C; individuals who have been 
the subjects of administrative actions or 
investigations initiated by the OCC, 
including current or former 
shareholders, directors, officers, 
employees and agents of OCC-regulated 
entities, current, former, or potential 
bank customers, and OCC employees. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Records maintained in this system 

may contain the names of: Banks; 
requestors; parties; witnesses; current or 
former shareholders; directors, officers, 
employees and agents of OCC-regulated 
entities; current, former or potential 
bank customers; and current or former 
OCC employees. These records contain 
summarized information concerning the 
description and status of Law 
Department work assignments. 
Supporting records may include 
pleadings and discovery materials 
generated in connection with civil 
proceedings or administrative actions, 
and correspondence or memoranda 
related to work assignments. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
12 U.S.C. 1, 93(d)(second), 481, 1818, 

and 1820. 

PURPOSE: 
This system of records is used to track 

the progress and disposition of OCC 
Law Department work assignments. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) An OCC-regulated entity involved 
in an assigned matter; 

(2) Third parties to the extent 
necessary to obtain information that is 
relevant to the resolution of an assigned 
matter; 

(3) The news media in accordance 
with guidelines contained in 28 CFR 
50.2; 

(4) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
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and necessary to the governmental or 
self-regulatory organization’s regulation 
or supervision of financial service 
providers; 

(5) An appropriate governmental, 
tribal, self-regulatory, or professional 
organization if the information is 
relevant to a known or suspected 
violation of a law or licensing standard 
within that organization’s jurisdiction; 

(6) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(7) A Congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 

(8) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(9) Third parties when mandated or 
authorized by statute, or 

(10) Appropriate agencies, entities, 
and persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Records maintained in this system are 

stored electronically and in file folders. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to electronic records is 

restricted to authorized personnel who 
have been issued non-transferrable 

access codes and passwords. Other 
records are maintained in locked file 
cabinets or rooms. 

RETENTION AND DISPOSAL: 
Records are retained in accordance 

with the OCC’s records management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 
Executive Assistant to the Chief 

Counsel, Law Department, Office of the 
Comptroller of the Currency, 250 E 
Street, SW., Washington, DC 20219– 
0001. 

NOTIFICATION PROCEDURE: 
An individual wishing to be notified 

if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 
Non-exempt information maintained 

in this system is obtained from 
individuals who request information or 
action from the OCC, individuals who 
are involved in legal proceedings in 

which the OCC is a party or has an 
interest, OCC personnel, and OCC- 
regulated entities and other entities, 
including governmental, tribal, self- 
regulatory, and professional 
organizations. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 

Records maintained in this system 
have been designated as exempt from 5 
U.S.C. 552a(c)(3) and (4), (d)(1), (2), (3), 
and (4), (e)(1), (e)(2), (e)(3), (e)(4)(G), (H), 
and (I), (e)(5), (e)(8), (f), and (g) of the 
Privacy Act pursuant to 5 U.S.C. 
552a(j)(2) and (k)(2). See 31 CFR 1.36. 

Treasury/Comptroller .510 

SYSTEM NAME: 

Litigation Information System— 
Treasury/Comptroller. 

SYSTEM LOCATION: 

Office of the Comptroller of the 
Currency (OCC), Office of Chief 
Counsel, Litigation Division, 250 E 
Street, SW., Washington, DC 20219– 
0001. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by the system are 
parties or witnesses in civil proceedings 
or administrative actions, and 
individuals who have submitted 
requests for testimony or the production 
of documents pursuant to 12 CFR part 
4, Subpart C. 

CATEGORIES OF RECORDS IN THE SYSTEM: 

Records maintained in this system are 
those generated in connection with civil 
proceedings or administrative actions, 
such as discovery materials, evidentiary 
materials, transcripts of testimony, 
pleadings, memoranda, correspondence, 
and requests for information pursuant to 
12 CFR part 4, Subpart C. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

12 U.S.C. 1, 93(d) (second), 481, 1818, 
and 1820. 

PURPOSE: 

This system of records is used by the 
OCC in representing its interests in legal 
actions and proceedings in which the 
OCC, its employees, or the United States 
is a party or has an interest. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) Third parties to the extent 
necessary to obtain information that is 
relevant to the subject matter of civil 
proceedings or administrative actions 
involving the OCC; 
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(2) The news media in accordance 
with guidelines contained in 28 CFR 
50.2; 

(3) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
and necessary to the governmental or 
self-regulatory organization’s regulation 
or supervision of financial service 
providers; 

(4) An appropriate governmental, 
tribal, self-regulatory, or professional 
organization if the information is 
relevant to a known or suspected 
violation of a law or licensing standard 
within that organization’s jurisdiction; 

(5) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(6) A Congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 

(7) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(8) Third parties when mandated or 
authorized by statute, or 

(9) Appropriate agencies, entities, and 
persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 

Records maintained in this system are 
stored in file folders. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
System records are maintained in 

locked file cabinets or rooms. 

RETENTION AND DISPOSAL: 
Records are retained in accordance 

with the OCC’s records management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 
Director, Litigation Division, Law 

Department, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. 

NOTIFICATION PROCEDURE: 
An individual wishing to be notified 

if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 
See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 
Non-exempt information maintained 

in this system is obtained from: 

Individuals or entities involved in legal 
proceedings in which the OCC is a party 
or has an interest; OCC-regulated 
entities; and governmental, tribal, self- 
regulatory or professional organizations. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
Records maintained in this system 

have been designated as exempt from 5 
U.S.C. 552a(c)(3) and (4), (d)(1), (2), (3), 
and (4), (e)(1), (e)(2), (e)(3), (e)(4)(G), (H), 
and (I), (e)(5), (e)(8), (f), and (g) of the 
Privacy Act pursuant to 5 U.S.C. 
552a(j)(2) and (k)(2). See 31 CFR 1.36. 

Treasury/Comptroller .600 

SYSTEM NAME: 
Consumer Complaint and Inquiry 

Information System—Treasury/ 
Comptroller. 

SYSTEM LOCATION: 
Office of the Comptroller of the 

Currency (OCC), Customer Assistance 
Group, 1301 McKinney Street, Suite 
3450, Houston, TX 77010–3034. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system are 
individuals who submit complaints or 
inquiries about national banks, District 
of Columbia banks operating under 
OCC’s regulatory authority, federal 
branches and agencies of foreign banks, 
or subsidiaries of any such entity (OCC- 
regulated entities), and other entities 
that the OCC does not regulate. This 
includes individuals who file 
complaints and inquiries directly with 
the OCC or through other parties, such 
as attorneys, members of Congress, or 
other governmental organizations. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Records maintained in this system 

may contain: The name and address of 
the individual who submitted the 
complaint or inquiry; when applicable, 
the name of the individual or 
organization referring a matter; the 
name of the entity that is the subject of 
the complaint or inquiry; the date of the 
incoming correspondence and its 
receipt; numeric codes identifying the 
complaint or inquiry’s nature, source, 
and resolution; the OCC office and 
personnel assigned to review the 
correspondence; the status of the 
review; the resolution date; and, when 
applicable, the amount of 
reimbursement. Supporting records may 
contain correspondence between the 
OCC and the individual submitting the 
complaint or inquiry, correspondence 
between the OCC and the regulated 
entity, and correspondence between the 
OCC and other law enforcement or 
regulatory bodies. 
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AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
12 U.S.C. 1, 481, and 1820; 15 U.S.C. 

41 et seq. 

PURPOSE: 
This system of records is used to 

administer the OCC’s Customer 
Assistance Program and to track the 
processing and resolution of complaints 
and inquiries. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) An OCC-regulated entity that is the 
subject of a complaint or inquiry; 

(2) Third parties to the extent 
necessary to obtain information that is 
relevant to the resolution of a complaint 
or inquiry; 

(3) The appropriate governmental, 
tribal, self-regulatory or professional 
organization if that organization has 
jurisdiction over the subject matter of 
the complaint or inquiry, or the entity 
that is the subject of the complaint or 
inquiry; 

(4) An appropriate governmental, 
tribal, self-regulatory, or professional 
organization if the information is 
relevant to a known or suspected 
violation of a law or licensing standard 
within that organization’s jurisdiction; 

(5) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(6) A Congressional office or 
appropriate governmental or tribal 
organization when the information is 
relevant to a complaint or inquiry 
referred to the OCC by that office or 
organization on behalf of the individual 
about whom the information is 
maintained; 

(7) An appropriate governmental or 
tribal organization in communication 
with the OCC about a complaint or 
inquiry the organization has received 
concerning the actions of an OCC- 
regulated entity. Information that may 
be disclosed under this routine use will 
ordinarily consist of a description of the 
conclusion made by the OCC 
concerning the actions of such an entity 
and the corrective action taken, if any; 

(8) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(9) Third parties when mandated or 
authorized by statute, or 

(10) Appropriate agencies, entities, 
and persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Records maintained in this system are 

stored electronically and in file folders. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to electronic records is 

restricted to authorized personnel who 
have been issued non-transferrable 
access codes and passwords. Other 
records are maintained in locked file 
cabinets or rooms. 

RETENTION AND DISPOSAL: 
Records are retained in accordance 

with the OCC’s records management 
policies and National Archives and 
Records Administration regulations. 

SYSTEM MANAGER AND ADDRESS: 
Ombudsman, Office of the 

Comptroller of the Currency, 1301 
McKinney Street, Suite 3450, Houston, 
TX 77010–3034. 

NOTIFICATION PROCEDURE: 
An individual wishing to be notified 

if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 

bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature. 

Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 

See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 

See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 

Non-exempt information maintained 
in this system is obtained from 
individuals and entities filing 
complaints and inquiries, other 
governmental authorities, and OCC- 
regulated entities that are the subjects of 
complaints and inquiries. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 

Records maintained in this system 
have been designated as exempt from 5 
U.S.C. 552a(c)(3), (d)(1), (2), (3), and (4), 
(e)(1), (e)(4)(G), (H), and (I), and (f) of 
the Privacy Act pursuant to 5 U.S.C. 
552a(k)(2). See 31 CFR 1.36. 

Treasury/Comptroller .700 

SYSTEM NAME: 

Correspondence Tracking System— 
Treasury/Comptroller. 

SYSTEM LOCATION: 

Office of the Comptroller of the 
Currency (OCC), Office of Chief 
Counsel, 250 E Street, SW., Washington, 
DC 20219–0001. Components of this 
record system are maintained in the 
Comptroller of the Currency’s Office 
and the Chief Counsel’s Office. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Individuals covered by this system are 
those whose correspondence is 
submitted to the Comptroller of the 
Currency or the Chief Counsel. 
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CATEGORIES OF RECORDS IN THE SYSTEM: 

Records maintained in this system 
may contain the names of individuals 
who correspond with the OCC, 
information concerning the subject 
matter of the correspondence, 
correspondence disposition 
information, correspondence tracking 
dates, and internal office assignment 
information. Supporting records may 
contain correspondence between the 
OCC and the individual. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

12 U.S.C. 1; 5 U.S.C. 301. 

PURPOSE: 

This system of records is used by the 
OCC to track the Comptroller of the 
Currency’s or the Chief Counsel’s 
correspondence, including the progress 
and disposition of the OCC’s response. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

Information maintained in this system 
may be disclosed to: 

(1) The OCC-regulated entity involved 
in correspondence; 

(2) Third parties to the extent 
necessary to obtain information that is 
relevant to the response; 

(3) Appropriate governmental or self- 
regulatory organizations when the OCC 
determines that the records are relevant 
and necessary to the governmental or 
self-regulatory organization’s regulation 
or supervision of financial service 
providers; 

(4) An appropriate governmental, 
tribal, self-regulatory, or professional 
organization if the information is 
relevant to a known or suspected 
violation of a law or licensing standard 
within that organization’s jurisdiction; 

(5) The Department of Justice, a court, 
an adjudicative body, a party in 
litigation, or a witness if the OCC 
determines that the information is 
relevant and necessary to a proceeding 
in which the OCC, any OCC employee 
in his or her official capacity, any OCC 
employee in his or her individual 
capacity represented by the Department 
of Justice or the OCC, or the United 
States is a party or has an interest; 

(6) A congressional office when the 
information is relevant to an inquiry 
made at the request of the individual 
about whom the record is maintained; 

(7) A contractor or agent who needs 
to have access to this system of records 
to perform an assigned activity; 

(8) Third parties when mandated or 
authorized by statute, or 

(9) Appropriate agencies, entities, and 
persons when (a) the Department 
suspects or has confirmed that the 
security or confidentiality of 
information in the system of records has 
been compromised; (b) the Department 
has determined that as a result of the 
suspected or confirmed compromise 
there is a risk of harm to economic or 
property interests, identity theft or 
fraud, or harm to the security or 
integrity of this system or other systems 
or programs (whether maintained by the 
Department or another agency or entity) 
that rely upon the compromised 
information; and (c) the disclosure made 
to such agencies, entities, and persons is 
reasonably necessary to assist in 
connection with the Department’s 
efforts to respond to the suspected or 
confirmed compromise and prevent, 
minimize, or remedy such harm. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Records maintained in this system are 

stored electronically and in file folders. 

RETRIEVABILITY: 
Records maintained in this system 

may be retrieved by the name of an 
individual covered by the system. 

SAFEGUARDS: 
Access to electronic records is 

restricted to authorized personnel who 
have been issued non-transferable 
access codes and passwords. Other 
records are maintained in locked file 
cabinets or rooms. 

RETENTION AND DISPOSAL: 
Electronic and other records are 

retained in accordance with the OCC’s 
records management policies and 
National Archives and Records 
Administration regulations. 

SYSTEM MANAGERS AND ADDRESSES: 
Executive Assistant to the 

Comptroller, Office of the Comptroller 
of the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. Special 
Assistant to the Chief Counsel, Office of 
the Comptroller of the Currency, 250 E 

Street, SW., Washington, DC 20219– 
0001. 

NOTIFICATION PROCEDURE: 

An individual wishing to be notified 
if he or she is named in non-exempt 
records maintained in this system must 
submit a written request to the 
Disclosure Officer, Communications 
Division, Office of the Comptroller of 
the Currency, 250 E Street, SW., 
Washington, DC 20219–0001. See 31 
CFR part 1, Subpart C, Appendix J. 

Identification Requirements: An 
individual seeking notification through 
the mail must establish his or her 
identity by providing a signature and an 
address as well as one other identifier 
bearing the individual’s name and 
signature (such as a photocopy of a 
driver’s license or other official 
document). An individual seeking 
notification in person must establish his 
or her identity by providing proof in the 
form of a single official document 
bearing a photograph (such as a passport 
or identification badge) or two items of 
identification that bear both a name and 
signature (such as credit cards). 
Alternatively, identity may be 
established by providing a notarized 
statement, swearing or affirming to an 
individual’s identity, and to the fact that 
the individual understands the penalties 
provided in 5 U.S.C. 552a(i)(3) for 
requesting or obtaining information 
under false pretenses. 

Additional documentation 
establishing identity or qualification for 
notification may be required, such as in 
an instance where a legal guardian or 
representative seeks notification on 
behalf of another individual. 

RECORD ACCESS PROCEDURES: 

See ‘‘Notification Procedure’’ above. 

CONTESTING RECORD PROCEDURES: 

See ‘‘Notification Procedure’’ above. 

RECORD SOURCE CATEGORIES: 

Information maintained in this system 
is obtained from individuals who 
submit correspondence and OCC 
personnel. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 

None. 
[FR Doc. E8–16462 Filed 7–17–08; 8:45 am] 
BILLING CODE 4810–33–P 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

42 CFR Parts 410 and 419 

[CMS–1404–P] 

RIN 0938–AP17 

Medicare Program: Proposed Changes 
to the Hospital Outpatient Prospective 
Payment System and CY 2009 Payment 
Rates; Proposed Changes to the 
Ambulatory Surgical Center Payment 
System and CY 2009 Payment Rates 

AGENCY: Centers for Medicare & 
Medicaid Services (CMS), HHS. 
ACTION: Proposed rule. 

SUMMARY: This proposed rule would 
revise the Medicare hospital outpatient 
prospective payment system to 
implement applicable statutory 
requirements and changes arising from 
our continuing experience with this 
system. In this proposed rule, we 
describe the proposed changes to the 
amounts and factors used to determine 
the payment rates for Medicare hospital 
outpatient services paid under the 
prospective payment system. These 
changes would be applicable to services 
furnished on or after January 1, 2009. 

In addition, this proposed rule would 
update the revised Medicare ambulatory 
surgical center (ASC) payment system to 
implement applicable statutory 
requirements and changes arising from 
our continuing experience with this 
system. In this proposed rule, we 
propose the applicable relative payment 
weights and amounts for services 
furnished in ASCs, specific HCPCS 
codes to which these proposed changes 
would apply, and other pertinent 
ratesetting information for the CY 2009 
ASC payment system. These changes 
would be applicable to services 
furnished on or after January 1, 2009. 
DATES: To be assured consideration, 
comments on all sections of the 
preamble of this proposed rule must be 
received at one of the addresses 
provided in the ADDRESSES section no 
later than 5 p.m. EST on September 2, 
2008. 
ADDRESSES: In commenting, please refer 
to file code CMS–1404–P. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (no duplicates, please): 

1. Electronically. You may submit 
electronic comments on this regulation 
to http://www.regulations.gov. Follow 

the instructions for ‘‘Comment or 
Submission’’ and enter the filecode to 
find the document accepting comments. 

2. By regular mail. You may mail 
written comments (one original and two 
copies) to the following address ONLY: 
Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, Attention: CMS–1404– 
P, P.O. Box 8013, Baltimore, MD 21244– 
1850. 

Please allow sufficient time for mailed 
comments to be received before the 
close of the comment period. 

3. By express or overnight mail. You 
may send written comments (one 
original and two copies) to the following 
address ONLY: Centers for Medicare & 
Medicaid Services, Department of 
Health and Human Services, Attention: 
CMS–1404–P, Mail Stop C4–26–05, 
7500 Security Boulevard, Baltimore, MD 
21244–1850. 

4. By hand or courier. If you prefer, 
you may deliver (by hand or courier) 
your written comments (one original 
and two copies) before the close of the 
comment period to one of the following 
addresses: 

a. Room 445–G, Hubert H. Humphrey 
Building, 200 Independence Avenue, 
SW., Washington, DC 20201. 

(Because access to the interior of the 
HHH Building is not readily available to 
persons without Federal Government 
identification, commenters are 
encouraged to leave their comments in 
the CMS drop slots located in the main 
lobby of the building. A stamp-in clock 
is available for persons wishing to retain 
a proof of filing by stamping in and 
retaining an extra copy of the comments 
being filed.) 

b. 7500 Security Boulevard, 
Baltimore, MD 21244–1850. 

If you intend to deliver your 
comments to the Baltimore address, 
please call the telephone number (410) 
786–9994 in advance to schedule your 
arrival with one of our staff members. 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

Submission of comments on 
paperwork requirements. You may 
submit comments on this document’s 
paperwork requirements by following 
the instructions at the end of the 
‘‘Collection of Information 
Requirements’’ section in this 
document. 

For information on viewing public 
comments, see the beginning of the 
SUPPLEMENTARY INFORMATION section. 
FOR FURTHER INFORMATION CONTACT: 
Alberta Dwivedi, (410) 786–0378— 
Hospital outpatient prospective 

payment issues; Dana Burley, (410) 786– 
0378—Ambulatory surgical center 
issues; Suzanne Asplen, (410) 786– 
4558—Partial hospitalization and 
community mental health center issues; 
Sheila Blackstock, (410) 786–3502— 
Reporting of quality data issues. 

SUPPLEMENTARY INFORMATION: 
Inspection of Public Comments: All 

comments received before the close of 
the comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received: http:// 
www.regulations.gov. Follow the search 
instructions on that Web site to view 
public comments. 

Comments received timely will also 
be available for public inspection as 
they are received, generally beginning 
approximately 3 weeks after publication 
of a document, at the headquarters of 
the Centers for Medicare & Medicaid 
Services, 7500 Security Boulevard, 
Baltimore, MD 21244, on Monday 
through Friday of each week from 8:30 
a.m. to 4 p.m. EST. To schedule an 
appointment to view public comments, 
phone 1–800–743–3951. 

Electronic Access 

This Federal Register document is 
also available from the Federal Register 
online database through GPO Access, a 
service of the U.S. Government Printing 
Office. Free public access is available on 
a Wide Area Information Server (WAIS) 
through the Internet and via 
asynchronous dial-in. Internet users can 
access the database by using the World 
Wide Web; the Superintendent of 
Documents’ home page address is 
http://www.gpoaccess.gov/index.html, 
by using local WAIS client software, or 
by telnet to swais.access.gpo.gov, then 
login as guest (no password required). 
Dial-in users should use 
communications software and modem 
to call (202) 512–1661; type swais, then 
login as guest (no password required). 

Alphabetical List of Acronyms Appearing in 
This Proposed Rule 

ACEP American College of Emergency 
Physicians 

AHA American Hospital Association 
AHIMA American Health Information 

Management Association 
AMA American Medical Association 
APC Ambulatory payment classification 
AMP Average manufacturer price 
ASC Ambulatory Surgical Center 
ASP Average sales price 
AWP Average wholesale price 
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BBA Balanced Budget Act of 1997, Pub. 
L. 105–33 

BBRA Medicare, Medicaid, and SCHIP 
[State Children’s Health Insurance Program] 
Balanced Budget Refinement Act of 1999, 
Pub. L. 106–113 

BCA Blue Cross Association 
BCBSA Blue Cross and Blue Shield 

Association 
BIPA Medicare, Medicaid, and SCHIP 

Benefits Improvement and Protection Act of 
2000, Pub. L. 106–554 

CAH Critical access hospital 
CAP Competitive Acquisition Program 
CBSA Core-Based Statistical Area 
CCR Cost-to-charge ratio 
CERT Comprehensive Error Rate Testing 
CMHC Community mental health center 
CMS Centers for Medicare & Medicaid 

Services 
CoP Condition of participation 
CORF Comprehensive outpatient 

rehabilitation facility 
CPT [Physicians’] Current Procedural 

Terminology, Fourth Edition, 2007, 
copyrighted by the American Medical 
Association 

CRNA Certified registered nurse 
anesthetist 

CY Calendar year 
DMEPOS Durable medical equipment, 

prosthetics, orthotics, and supplies 
DMERC Durable medical equipment 

regional carrier 
DRA Deficit Reduction Act of 2005, Pub. 

L. 109–171 
DSH Disproportionate share hospital 
EACH Essential Access Community 

Hospital 
E/M Evaluation and management 
EPO Erythropoietin 
ESRD End-stage renal disease 
FACA Federal Advisory Committee Act, 

Pub. L. 92–463 
FAR Federal Acquisition Regulations 
FDA Food and Drug Administration 
FFS Fee-for-service 
FSS Federal Supply Schedule 
FTE Full-time equivalent 
FY Federal fiscal year 
GAO Government Accountability Office 
GME Graduate medical education 
HCPCS Healthcare Common Procedure 

Coding System 
HCRIS Hospital Cost Report Information 

System 
HHA Home health agency 
HIPAA Health Insurance Portability and 

Accountability Act of 1996, Pub. L. 
104–191 

HOPD Hospital outpatient department 
HOP QDRP Hospital Outpatient Quality 

Data Reporting Program 
ICD–9–CM International Classification of 

Diseases, Ninth Edition, Clinical 
Modification 

IDE Investigational device exemption 
IME Indirect medical education 
I/OCE Integrated Outpatient Code Editor 
IOL Intraocular lens 
IPPS [Hospital] Inpatient prospective 

payment system 
IVIG Intravenous immune globulin 
MAC Medicare Administrative Contractors 
MedPAC Medicare Payment Advisory 

Commission 

MDH Medicare-dependent, small rural 
hospital 

MIEA–TRHCA Medicare Improvements and 
Extension Act under Division B, Title I of 
the Tax Relief Health Care Act of 2006, 
Pub. L. 109–432 

MMA Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003, Pub. L. 108–173 

MMSEA Medicare, Medicaid, and SCHIP 
Extension Act of 2007, Pub. L. 110–173 

MPFS Medicare Physician Fee Schedule 
MSA Metropolitan Statistical Area 
NCCI National Correct Coding Initiative 
NCD National Coverage Determination 
NTIOL New technology intraocular lens 
OMB Office of Management and Budget 
OPD [Hospital] Outpatient department 
OPPS [Hospital] Outpatient prospective 

payment system 
PHP Partial hospitalization program 
PM Program memorandum 
PPI Producer Price Index 
PPS Prospective payment system 
PPV Pneumococcal pneumonia vaccine 
PRA Paperwork Reduction Act 
QIO Quality Improvement Organization 
RFA Regulatory Flexibility Act 
RHQDAPU Reporting Hospital Quality Data 

for Annual Payment Update [Program] 
RHHI Regional home health intermediary 
SBA Small Business Administration 
SCH Sole community hospital 
SDP Single Drug Pricer 
SI Status indicator 
TEFRA Tax Equity and Fiscal 

Responsibility Act of 1982, Pub. L. 97–248 
TOPS Transitional outpatient payments 
USPDI United States Pharmacopoeia Drug 

Information 
WAC Wholesale acquisition cost 

In this document, we address two 
payment systems under the Medicare 
program: The hospital outpatient 
prospective payment system (OPPS) and 
the revised ambulatory surgical center 
(ASC) payment system. The provisions 
relating to the OPPS are included in 
sections I. through XIV., and XVI. 
through XXI. of this proposed rule and 
in Addenda A, B, C (Addendum C is 
available on the Internet only; see 
section XVIII. of this proposed rule), D1, 
D2, E, L, and M to this proposed rule. 
The provisions related to the revised 
ASC payment system are included in 
sections XV. and XVII. through XXI. of 
this proposed rule and in Addenda AA, 
BB, DD1, DD2, and EE (Addendum EE 
is available on the Internet only; see 
section XVIII. of this proposed rule) to 
this proposed rule. 

Table of Contents 

I. Background for the OPPS 
A. Legislative and Regulatory Authority for 

the Hospital Outpatient Prospective 
Payment System 

B. Excluded OPPS Services and Hospitals 
C. Prior Rulemaking 
D. APC Advisory Panel 
1. Authority of the APC Panel 
2. Establishment of the APC Panel 

3. APC Panel Meetings and Organizational 
Structure 

E. Provisions of the Medicare, Medicaid, and 
SCHIP Extension Act of 2007 

F. Summary of the Major Contents of This 
Proposed Rule 

1. Proposed Updates Affecting OPPS 
Payments 

2. Proposed OPPS Ambulatory Payment 
Classification (APC) Group Policies 

3. Proposed OPPS Payment for Devices 
4. Proposed OPPS Payment for Drugs, 

Biologicals, and Radiopharmaceuticals 
5. Proposed Estimate of OPPS Transitional 

Pass-Through Spending for Drugs, 
Biologicals, Radiopharmaceuticals, and 
Devices 

6. Proposed OPPS Payment for 
Brachytherapy Sources 

7. Proposed OPPS Payment for Drug 
Administration Services 

8. Proposed OPPS Payment for Hospital 
Outpatient Visits 

9. Proposed Payment for Partial 
Hospitalization Services 

10. Proposed Procedures That Will Be Paid 
Only as Inpatient Services 

11. OPPS Nonrecurring and Policy 
Clarifications 

12. Proposed OPPS Payment Status and 
Comment Indicators 

13. OPPS Policy and Payment 
Recommendations 

14. Proposed Update of the Revised 
Ambulatory Surgical Center Payment 
System 

15. Proposed Quality Data for Annual 
Payment Updates 

16. Healthcare-Associated Conditions 
17. Regulatory Impact Analysis 
II. Proposed Updates Affecting OPPS 

Payments 
A. Proposed Recalibration of APC Relative 

Weights 
1. Database Construction 
a. Database Source and Methodology 
b. Proposed Use of Single and Multiple 

Procedure Claims 
c. Proposed Calculation of CCRs 
(1) Development of the CCRs 
(2) Charge Compression 
2. Proposed Calculation of Median Costs 
a. Claims Preparations 
b. Splitting Claims and Creation of ‘‘Pseudo’’ 

Single Claims 
c. Completion of Claim Records and Median 

Cost Calculations 
d. Proposed Calculation of Single Procedure 

APC Criteria-Based Median Costs 
(1) Device-Dependent APCs 
(2) Blood and Blood Products 
(3) Single Allergy Tests 
(4) Echocardiography Services 
(5) Nuclear Medicine Services 
(6) Hyperbaric Oxygen Therapy 
(7) Payment for Ancillary Outpatient Services 

When Patient Expires (-CA Modifier) 
e. Proposed Calculation of Composite APC 

Criteria-Based Median Costs 
(1) Extended Assessment and Management 

Composite APCs (APCs 8002 and 8003) 
(2) Low Dose Rate (LDR) Prostate 

Brachytherapy Composite APC (APC 8001) 
(3) Cardiac Electrophysiologic Evaluation 

and Ablation Composite APC (APC 8000) 
(4) Mental Health Services Composite APC 

(APC 0034) 
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(5) Multiple Imaging Composite APCs (APCs 
8004, 8005, 8006, 8007, and 8008) 

3. Proposed Calculation of OPPS Scaled 
Payment Weights 

4. Proposed Changes to Packaged Services 
a. Background 
b. Service-Specific Packaging Issues 
(1) Package Services Addressed by APC Panel 

Recommendations 
(2) IVIG Preadministration-Related Services 
B. Proposed Conversion Factor Update 
C. Proposed Wage Index Changes 
D. Proposed Statewide Average Default CCRs 
E. Proposed OPPS Payments to Certain Rural 

Hospitals 
1. Hold Harmless Transitional Payment 

Changes Made by Pub. L. 109–171 (DRA) 
2. Proposed Adjustment for Rural SCHs 

Implemented in CY 2006 Related to 
Pub. L. 108–173 (MMA) 

F. Proposed Hospital Outpatient Outlier 
Payments 

1. Background 
2. Proposed Outlier Calculation 
3. Outlier Reconciliation 

G. Proposed Calculation of an Adjusted 
Medicare Payment from the National 
Unadjusted Medicare Payment 

H. Proposed Beneficiary Copayments 
1. Background 
2. Proposed Copayments 
3. Calculation of a Proposed Adjusted 

Copayment Amount for an APC Group 
III. Proposed OPPS Ambulatory Payment 

Classification (APC) Group Policies 
A. Proposed OPPS Treatment of New HCPCS 

and CPT Codes 
1. Proposed Treatment of New HCPCS Codes 

Included in the April and July Quarterly 
OPPS Updates for CY 2008 

2. Proposed Treatment of New Category I and 
III CPT Codes and Level II HCPCS Codes 

B. Proposed OPPS Changes—Variations 
within APCs 

1. Background 
2. Application of the 2 Times Rule 
3. Proposed Exceptions to the 2 Times Rule 
C. New Technology APCs 
1. Background 
2. Proposed Movement of Procedures from 

New Technology APCs to Clinical APCs 
D. Proposed OPPS APC-Specific Policies 
1. Trauma Response Associated with 

Hospital Critical Care Services (APC 0618) 
2. Suprachoroidal Delivery of Pharmacologic 

Agent (APC 0236) 
3. Closed Treatment Fracture of Finger/Toe/ 

Trunk (APC 0043) 
4. Individual Psychotherapy (APCs 0322 and 

0323) 
5. Implant Injection for Vesicoureteral Reflex 

(APC 0162) 
IV. Proposed OPPS Payment for Devices 
A. Pass-Through Payments for Devices 
1. Expiration of Transitional Pass-Through 

Payments for Certain Devices 
a. Background 
b. Proposed Policy 
2. Proposed Provisions for Reducing 

Transitional Pass-Through Payments to 
Offset Costs Packaged into APC Groups 

a. Background 
b. Proposed Policy 
B. Proposed Adjustment to OPPS Payments 

for Partial or Full Credit Devices 
1. Background 

2. Proposed APCs and Devices Subject to the 
Adjustment Policy 

V. Proposed OPPS Payment Changes for 
Drugs, Biologicals, and 
Radiopharmaceuticals 

A. Proposed OPPS Transitional Pass-Through 
Payment for Additional Costs of Drugs, 
Biologicals, and Radiopharmaceuticals 

1. Background 
2. Proposed Drugs and Biologicals with 

Expiring Pass-Through Status in CY 2008 
3. Proposed Drugs, Biologicals, and 

Radiopharmaceuticals with New or 
Continuing Pass-Through Status in CY 
2009 

4. Proposed Reduction of Transitional Pass- 
Through Payments for Diagnostic 
Radiopharmaceuticals to Offset Costs 
Packaged into APC Groups 

B. Proposed OPPS Payment for Drugs, 
Biologicals, and Radiopharmaceuticals 
without Pass-Through Status 

1. Background 
2. Proposed Criteria for Packaging Payment 

for Drugs, Biologicals, and 
Radiopharmaceuticals 

a. Drugs, Biologicals, and Therapeutic 
Radiopharmaceuticals 

b. Proposed Payment for Diagnostic 
Radiopharmaceuticals and Contrast Agents 

3. Proposed Payment for Drugs and 
Biologicals without Pass-Through Status 
That Are Not Packaged 

a. Payment for Specified Covered Outpatient 
Drugs (SCODs) 

b. Proposed Payment Policy 
c. Proposed Payment for Blood Clotting 

Factors 
4. Proposed Payment for Therapeutic 

Radiopharmaceuticals 
a. Background 
b. Proposed Payment Policy 
5. Proposed Payment for Nonpass-Through 

Drugs, Biologicals, and 
Radiopharmaceuticals with HCPCS Codes, 
but without OPPS Hospital Claims Data 

VI. Proposed Estimate of OPPS Transitional 
Pass-Through Spending for Drugs, 
Biologicals, Radiopharmaceuticals, and 
Devices 

A. Background 
B. Proposed Estimate of Pass-Through 

Spending 
VII. Proposed OPPS Payment for 

Brachytherapy Sources 
A. Background 
B. Proposed OPPS Payment Policy 
VIII. Proposed OPPS Payment for Drug 

Administration Services 
A. Background 
B. Proposed Coding and Payment for Drug 

Administration Services 
IX. Proposed OPPS Payment for Hospital 

Outpatient Visits 
A. Background 
B. Proposed Policies for Hospital Outpatient 

Visits 
1. Clinic Visits: New and Established Patient 

Visits 
2. Emergency Department Visits 
3. Visit Reporting Guidelines 
X. Proposed Payment for Partial 

Hospitalization Services 
A. Background 
B. Proposed PHP APC Update 
C. Proposed Policy Changes 

1. Proposal to Deny Payments for Low 
Intensity Days 

2. Proposal to Strengthen PHP Patient 
Eligibility Criteria 

3. Proposed Partial Hospitalization Coding 
Update 

C. Proposed Separate Threshold for Outlier 
Payments to CMHCs 

XI. Proposed Procedures That Will Be Paid 
Only as Inpatient Procedures 

A. Background 
B. Proposed Changes to the Inpatient List 
XII. OPPS Nonrecurring Technical and Policy 

Clarifications 
A. Physician Supervision of HOPD Services 
1. Background 
2. Summary 
B. Reporting of Pathology Services for 

Prostrate Saturation Biopsy 
XIII. Proposed OPPS Payment Status and 

Comment Indicators 
A. Proposed OPPS Payment Status Indicator 

Definitions 
1. Proposed Payment Status Indicators to 

Designate Services That Are Paid under the 
OPPS 

2. Proposed Payment Status Indicators to 
Designate Services That Are Paid under a 
Payment System Other Than the OPPS 

3. Proposed Payment Status Indicators to 
Designate Services That Are Not 
Recognized under the OPPS But That May 
Be Recognized by Other Institutional 
Providers 

4. Proposed Payment Status Indicators to 
Designate Services That Are Not Payable 
by Medicare 

B. Proposed Comment Indicator Definitions 
XIV. OPPS Policy and Payment 

Recommendations 
A. Medicare Payment Advisory Commission 

(MedPAC) Recommendations 
1. March 2008 Report 
2. June 2007 Report 
B. APC Panel Recommendations 
C. OIG Recommendations 
XV. Proposed Update of the Revised 

Ambulatory Surgical Center Payment 
System 

A. Background 
1. Legislative Authority for the ASC Payment 

System 
2. Prior Rulemaking 
3. Policies Governing Changes to the Lists of 

HCPCS Codes and Payment Rates for ASC 
Covered Surgical Procedures and Covered 
Ancillary Services 

B. Proposed Treatment of New Codes 
1. Proposed Treatment of New Category I and 

III CPT Codes and Level II HCPCS Codes 
2. Proposed Treatment of New Level II 

HCPCS Codes Implemented in April and 
July 2008 

C. Proposed Update to the Lists of ASC 
Covered Surgical Procedures and Covered 
Ancillary Services 

1. Covered Surgical Procedures 
a. Proposed Additions to the List of ASC 

Covered Surgical Procedures 
b. Covered Surgical Procedures Designated as 

Office Based 
(1) Background 
(2) Proposed Changes to Covered Surgical 

Procedures Designated as Office-Based for 
CY 2009 

c. Covered Surgical Procedures Designated as 
Device-Intensive 
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(1) Background 
(2) Proposed Changes to List of Covered 

Surgical Procedures Designated as Device- 
Intensive for CY 2009 

2. Covered Ancillary Services 
D. Proposed ASC Payment for Covered 

Surgical Procedures and Covered Ancillary 
Services 

1. Proposed Payment for Covered Surgical 
Procedures 

a. Background 
b. Proposed Update to ASC Covered Surgical 

Procedure Payment Rates for CY 2009 
c. Proposed Adjustment to ASC Payments for 

Partial or Full Device Credit 
2. Proposed Payment for Covered Ancillary 

Services 
a. Background 
b. Proposed Payment for Covered Ancillary 

Services for CY 2009 
E. New Technology Intraocular Lenses 
1. Background 
2. NTIOL Application Process for Payment 

Adjustment 
3. Classes of NTIOLs Approved and New 

Request for Payment Adjustment 
a. Background 
b. Requests to Establish New NTIOL Class for 

CY 2009 and Deadline for Public Comment 
4. Proposed Payment Adjustment 
5. Proposed ASC Payment for Insertion of 

IOLs 
F. Proposed ASC Payment and Comment 

Indicators 
1. Background 
2. Proposed ASC Payment and Comment 

Indicators 
G. Calculation of the ASC Conversion Factor 

and ASC Payment Rates 
1. Background 
2. Proposed Policy Regarding Calculation of 

the ASC Payment Rates 
a. Updating the ASC Relative Payment 

Weights for CY 2009 and Future Years 
b. Updating the ASC Conversion Factor 
3. Display of Proposed ASC Payment Rates 
XVI. Reporting Quality Data for Annual 

Payment Rate Updates 
A. Background 
1. Reporting Hospital Outpatient Quality 

Data for Annual Payment Update 
2. Reporting ASC Quality Data for Annual 

Payment Update 
B. Existing Hospital Outpatient Measures for 

CY 2009 
C. Proposed Quality Measures for CY 2010 

and Subsequent Calendar Years and 
Proposed Process to Update Measures 

1. Proposed Quality Measures for CY 2010 
Payment Determinations 

2. Proposed Process for Updating Measures 
3. Possible New Quality Measures for CY 

2011 and Subsequent Calendar Years 
D. Proposed Payment Reduction for Hospitals 

That Fail to Meet the HOP QDRP 
Requirements for the CY 2009 Payment 
Update 

1. Background 
2. Proposed Reduction of OPPS Payments for 

Hospitals That Fail to Meet the HOP QDRP 
CY 2009 Payment Update Requirements 

a. Calculation of Reduced National 
Unadjusted Payment Rates 

b. Calculation of Reduced Minimum 
Unadjusted and National Unadjusted 
Beneficiary Copayments 

c. Treatment of Other Payment Adjustments 
E. Requirements for HOP Quality Data 

Reporting for CY 2010 and Subsequent 
Calendar Years 

1. Administrative Requirements 
2. Data Collection and Submission 

Requirements 
3. HOP QDRP Validation Requirements 
a. Proposed Data Validation Requirements for 

CY 2010 
b. Alternative Data Validation Approaches 

for CY 2011 
F. Publication of HOP QDRP Data 
G. Proposed HOP QDRP Reconsideration and 

Appeals Procedures 
H. Reporting of ASC Quality Data 
XVII. Healthcare-Associated Conditions 
A. Background 
B. Broadening the Concept of the IPPS 

Hospital-Acquired Conditions Payment 
Provision to the OPPS 

1. Criteria for Possible Candidate OPPS 
Conditions 

2. Collaboration Process 
3. Potential OPPS Healthcare-Associated 

Conditions 
4. OPPS Infrastructure and Payment for 

Encounters Resulting in Healthcare- 
Associated Conditions 

XVIII. Files Available to the Public Via the 
Internet 

A. Information in Addenda Related to the 
Proposed CY 2009 Hospital OPPS 

B. Information in Addenda Related to the 
Proposed CY 2009 ASC Payment System 

XIX. Collection of Information Requirements 
A. Legislative Requirement for Solicitation of 

Comments 
B. Associated Information Collections Not 

Specified in Regulatory Text 
C. Addresses for Submittal of Comments on 

ICRs 
XX. Response to Comments 
XXI. Regulatory Impact Analysis 
A. Overall Impact 
1. Executive Order 12866 
2. Regulatory Flexibility Act (RFA) 
3. Small Rural Hospitals 
4. Unfunded Mandates 
5. Federalism 
B. Effects of OPPS Changes in This Proposed 

Rule 
1. Alternatives Considered 
2. Limitation of Our Analysis 
3. Estimated Effects of This Proposed Rule on 

Hospitals 
4. Estimated Effects of This Proposed Rule on 

CMHCs 
5. Estimated Effects of This Proposed Rule on 

Beneficiaries 
6. Conclusion 
7. Accounting Statement 
C. Effects of ASC Payment System Changes 

in This Proposed Rule 
1. Alternatives Considered 
2. Limitations on Our Analysis 
3. Estimated Effects of This Proposed Rule on 

ASCs 
4. Estimated Effects of This Proposed Rule on 

Beneficiaries 
5. Conclusion 
6. Accounting Statement 
D. Effects of Proposed Requirements for 

Reporting of Quality Data for Annual 
Hospital Payment Update 

E. Executive Order 12866 

Regulation Text 

Addenda 
Addendum A—Proposed OPPS APCs for CY 

2009 
Addendum AA—Proposed ASC Covered 

Surgical Procedures for CY 2009 (Including 
Surgical Procedures for Which Payment Is 
Packaged) 

Addendum B—Proposed OPPS Payment by 
HCPCS Code for CY 2009 

Addendum BB—Proposed ASC Covered 
Ancillary Services Integral to Covered 
Surgical Procedures for CY 2009 (Including 
Ancillary Services for Which Payment Is 
Packaged) 

Addendum D1—Proposed OPPS Payment 
Status Indicators 

Addendum DD1—Proposed ASC Payment 
Indicators 

Addendum D2—Proposed OPPS Comment 
Indicators 

Addendum DD2—Proposed ASC Comment 
Indicators 

Addendum E—Proposed HCPCS Codes That 
Would Be Paid Only as Inpatient 
Procedures for CY 2009 

Addendum L—Proposed Out-Migration 
Adjustment 

Addendum M—Proposed HCPCS Codes for 
Assignment to Composite APCs for CY 
2009 

I. Background for the OPPS 

A. Legislative and Regulatory Authority 
for the Hospital Outpatient Prospective 
Payment System 

When the Medicare statute was 
originally enacted, Medicare payment 
for hospital outpatient services was 
based on hospital-specific costs. In an 
effort to ensure that Medicare and its 
beneficiaries pay appropriately for 
services and to encourage more efficient 
delivery of care, the Congress mandated 
replacement of the reasonable cost- 
based payment methodology with a 
prospective payment system (PPS). The 
Balanced Budget Act (BBA) of 1997 
(Pub. L. 105–33) added section 1833(t) 
to the Social Security Act (the Act) 
authorizing implementation of a PPS for 
hospital outpatient services. 

The Medicare, Medicaid, and SCHIP 
Balanced Budget Refinement Act 
(BBRA) of 1999 (Pub. L. 106–113) made 
major changes in the hospital outpatient 
prospective payment system (OPPS). 
The Medicare, Medicaid, and SCHIP 
Benefits Improvement and Protection 
Act (BIPA) of 2000 (Pub. L. 106–554) 
made further changes in the OPPS. 
Section 1833(t) of the Act was also 
amended by the Medicare Prescription 
Drug, Improvement, and Modernization 
Act (MMA) of 2003 (Pub. L. 108–173). 
The Deficit Reduction Act (DRA) of 
2005 (Pub. L. 109–171), enacted on 
February 8, 2006, also made additional 
changes in the OPPS. In addition, the 
Medicare Improvements and Extension 
Act under Division B of Title I of the 
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Tax Relief and Health Care Act (MIEA- 
TRHCA) of 2006 (Pub. L. 109–432), 
enacted on December 20, 2006, made 
further changes in the OPPS. Further, 
the Medicare, Medicaid, and SCHIP 
Extension Act (MMSEA) of 2007 (Pub. 
L. 110–173), enacted on December 29, 
2007, made additional changes in the 
OPPS. A discussion of these changes is 
included in sections I.E., II.C., V., and 
VII. of this proposed rule. 

The OPPS was first implemented for 
services furnished on or after August 1, 
2000. Implementing regulations for the 
OPPS are located at 42 CFR part 419. 

Under the OPPS, we pay for hospital 
outpatient services on a rate-per-service 
basis that varies according to the 
ambulatory payment classification 
(APC) group to which the service is 
assigned. We use the Healthcare 
Common Procedure Coding System 
(HCPCS) codes (which include certain 
Current Procedural Terminology (CPT) 
codes) and descriptors to identify and 
group the services within each APC 
group. The OPPS includes payment for 
most hospital outpatient services, 
except those identified in section I.B. of 
this proposed rule. Section 
1833(t)(1)(B)(ii) of the Act provides for 
Medicare payment under the OPPS for 
hospital outpatient services designated 
by the Secretary (which includes partial 
hospitalization services furnished by 
community mental health centers 
(CMHCs)) and hospital outpatient 
services that are furnished to inpatients 
who have exhausted their Part A 
benefits, or who are otherwise not in a 
covered Part A stay. Section 611 of Pub. 
L. 108–173 added provisions for 
Medicare coverage of an initial 
preventive physical examination, 
subject to the applicable deductible and 
coinsurance, as an outpatient 
department service, payable under the 
OPPS. 

The OPPS rate is an unadjusted 
national payment amount that includes 
the Medicare payment and the 
beneficiary copayment. This rate is 
divided into a labor-related amount and 
a nonlabor-related amount. The labor- 
related amount is adjusted for area wage 
differences using the hospital inpatient 
wage index value for the locality in 
which the hospital or CMHC is located. 

All services and items within an APC 
group are comparable clinically and 
with respect to resource use (section 
1833(t)(2)(B) of the Act). In accordance 
with section 1833(t)(2) of the Act, 
subject to certain exceptions, services 
and items within an APC group cannot 
be considered comparable with respect 
to the use of resources if the highest 
median (or mean cost, if elected by the 
Secretary) for an item or service in the 

APC group is more than 2 times greater 
than the lowest median cost for an item 
or service within the same APC group 
(referred to as the ‘‘2 times rule’’). In 
implementing this provision, we 
generally use the median cost of the 
item or service assigned to an APC 
group. 

For new technology items and 
services, special payments under the 
OPPS may be made in one of two ways. 
Section 1833(t)(6) of the Act provides 
for temporary additional payments, 
which we refer to as ‘‘transitional pass- 
through payments,’’ for at least 2 but not 
more than 3 years for certain drugs, 
biological agents, brachytherapy devices 
used for the treatment of cancer, and 
categories of other medical devices. For 
new technology services that are not 
eligible for transitional pass-through 
payments, and for which we lack 
sufficient data to appropriately assign 
them to a clinical APC group, we have 
established special APC groups based 
on costs, which we refer to as New 
Technology APCs. These New 
Technology APCs are designated by cost 
bands which allow us to provide 
appropriate and consistent payment for 
designated new procedures that are not 
yet reflected in our claims data. Similar 
to pass-through payments, an 
assignment to a New Technology APC is 
temporary; that is, we retain a service 
within a New Technology APC until we 
acquire sufficient data to assign it to a 
clinically appropriate APC group. 

B. Excluded OPPS Services and 
Hospitals 

Section 1833(t)(1)(B)(i) of the Act 
authorizes the Secretary to designate the 
hospital outpatient services that are 
paid under the OPPS. While most 
hospital outpatient services are payable 
under the OPPS, section 
1833(t)(1)(B)(iv) of the Act excludes 
payment for ambulance, physical and 
occupational therapy, and speech- 
language pathology services, for which 
payment is made under a fee schedule. 
Section 614 of Pub. L. 108–173 
amended section 1833(t)(1)(B)(iv) of the 
Act to exclude payment for screening 
and diagnostic mammography services 
from the OPPS. The Secretary exercised 
the authority granted under the statute 
to also exclude from the OPPS those 
services that are paid under fee 
schedules or other payment systems. 
Such excluded services include, for 
example, the professional services of 
physicians and nonphysician 
practitioners paid under the Medicare 
Physician Fee Schedule (MPFS); 
laboratory services paid under the 
clinical diagnostic laboratory fee 
schedule (CLFS); services for 

beneficiaries with end-stage renal 
disease (ESRD) that are paid under the 
ESRD composite rate; and services and 
procedures that require an inpatient stay 
that are paid under the hospital 
inpatient prospective payment system 
(IPPS). We set forth the services that are 
excluded from payment under the OPPS 
in § 419.22 of the regulations. 

Under § 419.20(b) of the regulations, 
we specify the types of hospitals and 
entities that are excluded from payment 
under the OPPS. These excluded 
entities include Maryland hospitals, but 
only for services that are paid under a 
cost containment waiver in accordance 
with section 1814(b)(3) of the Act; 
critical access hospitals (CAHs); 
hospitals located outside of the 50 
States, the District of Columbia, and 
Puerto Rico; and Indian Health Service 
hospitals. 

C. Prior Rulemaking 
On April 7, 2000, we published in the 

Federal Register a final rule with 
comment period (65 FR 18434) to 
implement a prospective payment 
system for hospital outpatient services. 
The hospital OPPS was first 
implemented for services furnished on 
or after August 1, 2000. Section 
1833(t)(9) of the Act requires the 
Secretary to review certain components 
of the OPPS, not less often than 
annually, and to revise the groups, 
relative payment weights, and other 
adjustments that take into account 
changes in medical practices, changes in 
technologies, and the addition of new 
services, new cost data, and other 
relevant information and factors. 

Since initially implementing the 
OPPS, we have published final rules in 
the Federal Register annually to 
implement statutory requirements and 
changes arising from our continuing 
experience with this system. We 
published in the Federal Register on 
November 27, 2007 the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66580). In that final rule with 
comment period, we revised the OPPS 
to update the payment weights and 
conversion factor for services payable 
under the CY 2008 OPPS on the basis 
of claims data from January 1, 2006, 
through December 31, 2006, and to 
implement certain provisions of Pub. L. 
108–173 and Pub. L. 109–171. In 
addition, we responded to public 
comments received on the provisions of 
the November 26, 2006 final rule with 
comment period (71 FR 67960) 
pertaining to the APC assignment of 
HCPCS codes identified in Addendum B 
to that rule with the new interim (NI) 
comment indicator; and public 
comments received on the August 2, 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00006 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2



41421 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

2007 OPPS/ASC proposed rule for CY 
2008 (72 FR 42628). 

Subsequent to publication of the CY 
2008 OPPS/ASC final rule with 
comment period, we published in the 
Federal Register on February 22, 2008, 
a correction notice (73 FR 9860) to 
correct certain technical errors in the CY 
2008 OPPS/ASC final rule with 
comment period. 

D. APC Advisory Panel 

1. Authority of the APC Panel 

Section 1833(t)(9)(A) of the Act, as 
amended by section 201(h) of the BBRA, 
and redesignated by section 202(a)(2) of 
the BBRA, requires that we consult with 
an outside panel of experts to review the 
clinical integrity of the payment groups 
and their weights under the OPPS. The 
Act further specifies that the panel will 
act in an advisory capacity. The 
Advisory Panel on Ambulatory Payment 
Classification (APC) Groups (the APC 
Panel), discussed under section I.D.2. of 
this proposed rule, fulfills these 
requirements. The APC Panel is not 
restricted to using data compiled by 
CMS, and it may use data collected or 
developed by organizations outside the 
Department in conducting its review. 

2. Establishment of the APC Panel 

On November 21, 2000, the Secretary 
signed the initial charter establishing 
the APC Panel. This expert panel, which 
may be composed of up to 15 
representatives of providers subject to 
the OPPS (currently employed full-time, 
not as consultants, in their respective 
areas of expertise), reviews clinical data 
and advises CMS about the clinical 
integrity of the APC groups and their 
payment weights. For purposes of this 
APC Panel, consultants or independent 
contractors are not considered to be full- 
time employees. The APC Panel is 
technical in nature, and is governed by 
the provisions of the Federal Advisory 
Committee Act (FACA). Since its initial 
chartering, the Secretary has renewed 
the APC Panel’s charter three times: on 
November 1, 2002; on November 1, 
2004; and effective November 21, 2006. 
The current charter specifies, among 
other requirements, that the APC Panel 
continues to be technical in nature; is 
governed by the provisions of the 
FACA; may convene up to three 
meetings per year; has a Designated 
Federal Officer (DFO); and is chaired by 
a Federal official designated by the 
Secretary. 

The current APC Panel membership 
and other information pertaining to the 
APC Panel, including its charter, 
Federal Register notices, membership, 
meeting dates, agenda topics, and 

meeting reports can be viewed on the 
CMS Web site at: http:// 
www.cms.hhs.gov/FACA/05_
AdvisoryPanelonAmbulatory
PaymentClassification
Groups.asp#TopOfPage. 

3. APC Panel Meetings and 
Organizational Structure 

The APC Panel first met on February 
27, February 28, and March 1, 2001. 
Since the initial meeting, the APC Panel 
has held 13 subsequent meetings, with 
the last meeting taking place on March 
5, and March 6, 2008. Prior to each 
meeting, we publish a notice in the 
Federal Register to announce the 
meeting, and when necessary, to solicit 
nominations for APC Panel 
membership, and to announce new 
members. 

The APC Panel has established an 
operational structure that, in part, 
includes the use of three subcommittees 
to facilitate its required APC review 
process. At its March 2008 meeting, the 
APC Panel recommended that the 
Observation and Visit Subcommittee’s 
name be changed to the ‘‘Visits and 
Observation Subcommittee.’’ We are 
accepting this recommendation and will 
refer to the subcommittee by its new 
name, as appropriate, throughout this 
proposed rule. Thus, the three current 
subcommittees are the Data 
Subcommittee, the Visits and 
Observation Subcommittee, and the 
Packaging Subcommittee. The Data 
Subcommittee is responsible for 
studying the data issues confronting the 
APC Panel, and for recommending 
options for resolving them. The Visits 
and Observation Subcommittee reviews 
and makes recommendations to the APC 
Panel on all technical issues pertaining 
to observation services and hospital 
outpatient visits paid under the OPPS 
(for example, APC configurations and 
APC payment weights). The Packaging 
Subcommittee studies and makes 
recommendations on issues pertaining 
to services that are not separately 
payable under the OPPS, but whose 
payments are bundled or packaged into 
APC payments. Each of these 
subcommittees was established by a 
majority vote from the full APC Panel 
during a scheduled APC Panel meeting, 
and their continuation as 
subcommittees was last approved at the 
March 2008 APC Panel meeting. All 
subcommittee recommendations are 
discussed and voted upon by the full 
APC Panel. 

Discussions of the recommendations 
resulting from the APC Panel’s March 
2008 meeting are included in the 
sections of this proposed rule that are 
specific to each recommendation. For 

discussions of earlier APC Panel 
meetings and recommendations, we 
refer readers to previously published 
hospital OPPS final rules or the Web 
site mentioned earlier in this section. 

E. Provisions of the Medicare, Medicaid, 
and SCHIP Extension Act of 2007 

The Medicare, Medicaid and SCHIP 
Extension Act (MMSEA) of 2007, (Pub. 
L. 110–173), enacted on December 29, 
2007, included the following provisions 
that affect the OPPS and the revised 
APC payment system: 

1. Increase in Physician Payment 
Update 

Section 101 of the MMSEA provides 
a 0.5 percent increase in the physician 
payment update from January 1, 2008 
through June 30, 2008; revises the 
Physician Assistance and Quality 
Initiative Fund, and extends through 
2009 the physician quality reporting 
system. We refer readers to section XV. 
of this proposed rule for discussion of 
the effect of this provision on services 
paid under the revised ASC payment 
system. 

2. Extended Expiration Date for Cost- 
Based OPPS Payment for Brachytherapy 
Sources and Therapeutic 
Radiopharmaceuticals 

Section 106 of the MMSEA amended 
section 1833(t)(16)(C) of the Act, as 
amended by section 107 of the MIEA– 
TRCHA to extend for an additional 6 
months, through June 30, 2008, payment 
for brachytherapy devices at hospitals’ 
charges adjusted to costs and to 
mandate that the same cost-based 
payment methodology apply to 
therapeutic radiopharmaceuticals for 
the same extended payment period. We 
refer readers to sections V. and VII of 
this proposed rule for discussion of this 
provision. 

3. Alternative Volume Weighting in 
Computation of Average Sales Price 
(ASP) for Medicare Part B Drugs 

Section 112 of the MMSEA amended 
section 1847A(b) to provide for 
application of alternative volume 
weighting in computing the average 
sales price (ASP) for payment of Part B 
multiple source and single source drugs 
furnished after April 1, 2008, and for a 
special rule, beginning April 1, 2008, for 
payment of single source drugs or 
biologicals treated as a multiple source 
drug. This provision is discussed in 
section V. of this proposed rule. 
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4. Extended Expiration Date for Certain 
IPPS Wage Index Geographic 
Reclassifications and Special Exceptions 

Section 117 of the MMSEA extended 
through September 30, 2008, both the 
reclassifications that were extended by 
section 106 of MIEA–TRCHA as well as 
certain special exception wage indices 
referenced in the FY 2005 IPPS final 
rule (69 FR 49105 and 49107). This 
provision also amended section 508 of 
Pub. L. 108–173 to specify conditions 
specific to the reclassification of a group 
of hospitals in a geographic area for 
discharges occurring during FY 2008. In 
addition, for hospital reclassifications 
extended by section 106(a) of the MIEA– 
TRCHA, that resulted in a lower wage 
index for the second half of FY 2007 
than applicable to such hospitals during 
the first half of FY 2007, section 117 of 
the MMSEA directs the Secretary to 
apply a higher wage index to such 
hospitals for the entire FY 2007. We 
refer readers to section II.C. of this 
proposed rule for discussion of this 
provision. 

F. Summary of the Major Contents of 
This Proposed Rule 

In this proposed rule, we are setting 
forth proposed changes to the Medicare 
hospital OPPS for CY 2009. These 
changes would be effective for services 
furnished on or after January 1, 2009. 
We are also setting forth proposed 
changes to the Medicare revised ASC 
payment system for CY 2009. These 
changes would be effective for services 
furnished on or after January 1, 2009. 
The following is a summary of the major 
changes that we are proposing to make: 

1. Proposed Updates Affecting OPPS 
Payments 

In section II. of this proposed rule, we 
set forth— 

• The methodology used to 
recalibrate the proposed APC relative 
payment weights. 

• The proposed changes to packaged 
services. 

• The proposed update to the 
conversion factor used to determine 
payment rates under the OPPS. In this 
section we set forth changes in the 
amounts and factors for calculating the 
full annual update increase to the 
conversion factor. 

• The proposed retention of our 
current policy to use the IPPS wage 
indices to adjust, for geographic wage 
differences, the portion of the OPPS 
payment rate and the copayment 
standardized amount attributable to 
labor-related cost. 

• The proposed update of statewide 
average default CCRs. 

• The proposed application of hold 
harmless transitional outpatient 
payments (TOPs) for certain small rural 
hospitals. 

• The proposed payment adjustment 
for rural SCHs. 

• The proposed calculation of the 
hospital outpatient outlier payment. 

• The calculation of the proposed 
national unadjusted Medicare OPPS 
payment. 

• The proposed beneficiary 
copayments for OPPS services. 

2. Proposed OPPS Ambulatory Payment 
Classification (APC) Group Policies 

In section III. of this proposed rule, 
we discuss the proposed additions of 
new procedure codes to the APCs; our 
proposal to establish a number of new 
APCs; and our analyses of Medicare 
claims data and certain 
recommendations of the APC Panel. We 
also discuss the application of the 2 
times rule and proposed exceptions to 
it; proposed changes to specific APCs; 
and the proposed movement of 
procedures from New Technology APCs 
to clinical APCs. 

3. Proposed OPPS Payment for Devices 
In section IV. of this proposed rule, 

we discuss proposed pass-through 
payment for specific categories of 
devices and the proposed adjustment for 
devices furnished at no cost or with 
partial or full credit. 

4. Proposed OPPS Payment Changes for 
Drugs, Biologicals, and 
Radiopharmaceuticals 

In section V. of this proposed rule, we 
discuss proposed CY 2009 OPPS 
payment for drugs, biologicals, and 
radiopharmaceuticals, including the 
proposed payment for drugs, 
biologicals, and radiopharmaceuticals 
with and without pass-through status. 

5. Proposed Estimate of OPPS 
Transitional Pass-Through Spending for 
Drugs, Biologicals, 
Radiopharmaceuticals, and Devices 

In section VI. of this proposed rule, 
we discuss the estimate of CY 2009 
OPPS transitional pass-through 
spending for drugs, biologicals, and 
devices. 

6. Proposed OPPS Payment for 
Brachytherapy Sources 

In section VII. of this proposed rule, 
we discuss our proposal concerning 
coding and payment for brachytherapy 
sources. 

7. Proposed OPPS Payment for Drug 
Administration Services 

In section VIII. of this proposed rule, 
we set forth our proposed policy 

concerning payment and coding for 
drug administration services. 

8. Proposed OPPS Payment for Hospital 
Outpatient Visits 

In section IX. of this proposed rule, 
we set forth our proposed policies for 
the payment of clinic and emergency 
department visits and critical care 
services based on claims paid under the 
OPPS. 

9. Proposed Payment for Partial 
Hospitalization Services 

In section X. of this proposed rule, we 
set forth our proposed payment for 
partial hospitalization services, 
including the proposed separate 
threshold for outlier payments for 
CMHCs. 

10. Proposed Procedures That Will Be 
Paid Only as Inpatient Procedures 

In section XI. of this proposed rule, 
we discuss the procedures that we are 
proposing to remove from the inpatient 
list and assign to APCs. 

11. OPPS Nonrecurring Technical and 
Policy Clarifications 

In section XII. of this proposed rule, 
we set forth our nonrecurring technical 
and policy clarifications. 

12. Proposed OPPS Payment Status and 
Comment Indicators 

In section XIII. of this proposed rule, 
we discuss our proposed changes to the 
definitions of status indicators assigned 
to APCs and present our proposed 
comment indicators for the CY 2009 
OPPS/ASC final rule with comment 
period. 

13. OPPS Policy and Payment 
Recommendations 

In section XIV. of this proposed rule, 
we address recommendations made by 
the Medicare Payment Advisory 
Commission (MedPAC) in its June 2007 
and March 2008 reports to Congress, by 
the APC Panel regarding the OPPS for 
CY 2009, and by the Office of the 
Inspector General (OIG) in its June 2007 
report. 

14. Proposed Update of the Revised 
Ambulatory Surgical Center Payment 
System 

In section XV. of this proposed rule, 
we discuss the proposed update of the 
revised ASC payment system payment 
rates for CY 2009. 

15. Proposed Reporting of Hospital 
Outpatient Quality Data for Annual 
Hospital Payment Rate Updates and CY 
2009 Payment Reduction 

In section XVI. of this proposed rule, 
we discuss the proposed quality 
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measures for reporting hospital 
outpatient quality data for CY 2010 and 
subsequent calendar years, set forth the 
requirements for data collection and 
submission for the annual payment 
update, and propose a reduction in the 
OPPS payment for hospitals that fail to 
meet the HOP QDRP requirements for 
CY 2009. 

16. Healthcare-Associated Conditions 
In section XVII. of this proposed rule, 

we discuss considerations related to 
potentially extending the principle of 
Medicare not paying more for the 
preventable healthcare-associated 
conditions acquired during inpatient 
stays paid under the IPPS to other 
Medicare payment systems for 
healthcare-associated conditions that 
occur or result from care in other 
settings. 

17. Regulatory Impact Analysis 
In section XXI. of this proposed rule, 

we set forth an analysis of the impact 
the proposed changes would have on 
affected entities and beneficiaries. 

II. Proposed Updates Affecting OPPS 
Payments 

A. Proposed Recalibration of APC 
Relative Weights 

1. Database Construction 

a. Database Source and Methodology 
Section 1833(t)(9)(A) of the Act 

requires that the Secretary review and 
revise the relative payment weights for 
APCs at least annually. In the April 7, 
2000 OPPS final rule with comment 
period (65 FR 18482), we explained in 
detail how we calculated the relative 
payment weights that were 
implemented on August 1, 2000 for each 
APC group. As discussed in the 
November 13, 2000 interim final rule 
(65 FR 67824 through 67827), except for 
some reweighting due to a small number 
of APC changes, these relative payment 
weights continued to be in effect for CY 
2001. 

We are proposing to use the same 
basic methodology that we described in 
the April 7, 2000 OPPS final rule with 
comment period to recalibrate the APC 
relative payment weights for services 
furnished on or after January 1, 2009, 
and before January 1, 2010 (CY 2009). 
That is, we are proposing to recalibrate 
the relative payment weights for each 
APC based on claims and cost report 
data for outpatient services. We are 
proposing to use the most recent 
available data to construct the database 
for calculating APC group weights. For 
the purpose of recalibrating the 
proposed APC relative payment weights 
for CY 2009, we used approximately 130 

million final action claims for hospital 
outpatient department (HOPD) services 
furnished on or after January 1, 2007, 
and before January 1, 2008. (For exact 
counts of claims used, we refer readers 
to the claims accounting narrative under 
supporting documentation for this 
proposed rule on the CMS Web site at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/HORD/). 

Of the 130 million final action claims 
for services provided in hospital 
outpatient settings used to calculate the 
CY 2009 OPPS payment rates for this 
proposed rule, approximately 100 
million claims were of the type of bill 
potentially appropriate for use in setting 
rates for OPPS services (but did not 
necessarily contain services payable 
under the OPPS). Of the 100 million 
claims, approximately 45 million were 
not for services paid under the OPPS or 
were excluded as not appropriate for 
use (for example, erroneous cost-to- 
charge ratios (CCRs) or no HCPCS codes 
reported on the claim). We were able to 
use approximately 52 million whole 
claims of the approximately 54 million 
claims that remained to set the OPPS 
APC relative weights that we are 
proposing for the CY 2009 OPPS. From 
the 52 million whole claims, we created 
approximately 90 million single records, 
of which approximately 60 million were 
‘‘pseudo’’ single claims (created from 
multiple procedure claims using the 
process we discuss in this section). 
Approximately 627,000 claims trimmed 
out on cost or units in excess of +/¥3 
standard deviations from the geometric 
mean, yielding approximately 89 
million single bills used for median 
setting. Ultimately, we were able to use 
for proposed CY 2009 ratesetting some 
portion of the data from 96 percent of 
the CY 2007 claims containing services 
payable under the OPPS. 

The proposed APC relative weights 
and payments for CY 2009 in Addenda 
A and B to this proposed rule were 
calculated using claims from CY 2007 
that were processed before January 1, 
2008, and continue to be based on the 
median hospital costs for services in the 
APC groups. We selected claims for 
services paid under the OPPS and 
matched these claims to the most recent 
cost report filed by the individual 
hospitals represented in our claims data. 
We continue to believe that it is 
appropriate to use the most current full 
calendar year claims data and the most 
recently submitted cost reports to 
calculate the median costs which we are 
proposing to convert to relative payment 
weights for purposes of calculating the 
CY 2009 payment rates. 

b. Proposed Use of Single and Multiple 
Procedure Claims 

For CY 2009, in general, we are 
proposing to continue to use single 
procedure claims to set the medians on 
which the APC relative payment 
weights would be based, with some 
exceptions as discussed below. We 
generally use single procedure claims to 
set the median costs for APCs because 
we believe that it is important that the 
OPPS relative weights on which 
payment rates are based be appropriate 
when one and only one procedure is 
furnished and because we are, so far, 
unable to ensure that packaged costs can 
be appropriately allocated across 
multiple procedures performed on the 
same date of service. We agree that, 
optimally, it is desirable to use the data 
from as many claims as possible to 
recalibrate the APC relative payment 
weights, including those claims for 
multiple procedures. As we have for 
several years, we continued to use date 
of service stratification and a list of 
codes to be bypassed to convert 
multiple procedure claims to ‘‘pseudo’’ 
single procedure claims. Through 
bypassing specified codes that we 
believe do not have significant packaged 
costs, we are able to use more data from 
multiple procedure claims. In many 
cases, this enables us to create multiple 
‘‘pseudo’’ single claims from claims 
that, as submitted, contained numerous 
separately paid procedures reported on 
the same date on one claim. We refer to 
these newly created single procedure 
claims as ‘‘pseudo’’ single claims 
because they were submitted by 
providers as multiple procedure claims. 
The history of our use of a bypass list 
to generate ‘‘pseudo’’ single claims is 
well documented, most recently in the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66590 through 
66597). In addition, for CY 2008, we 
increased packaging and created 
composite APCs, which also increased 
the number of bills we were able to use 
for median calculation by enabling us to 
use claims that contained multiple 
major procedures that previously would 
not have been usable. We refer readers 
to section II.A.2.e. of this proposed rule 
for discussion of the use of claims to 
establish median costs for composite 
APCs. 

We are proposing to continue to apply 
these processes to enable us to use as 
much claims data as possible for 
ratesetting for the CY 2009 OPPS. 
Application of these processes in 
development of this proposed rule data 
resulted in our being able to use some 
or all of the data from 96 percent of the 
total claims that are eligible for use in 
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the OPPS ratesetting and modeling for 
this proposed rule. This process enabled 
us to create, for this proposed rule, 
approximately 60 million ‘‘pseudo’’ 
single claims, including multiple 
imaging composite ‘‘single session’’ bills 
(we refer readers to section II.A.2.e.(5) of 
this proposed rule for further 
discussion), and approximately 30 
million ‘‘natural’’ single bills. For this 
proposed rule, ‘‘pseudo’’ single 
procedure bills represent 67 percent of 
all single bills used to calculate median 
costs. This compares favorably to the CY 
2008 OPPS/ASC final rule with 
comment period data in which 
‘‘pseudo’’ single bills represented 66 
percent of all single bills used to 
calculate the median costs on which the 
CY 2008 OPPS payment rates were 
based. 

For CY 2009, we are proposing to 
bypass 452 HCPCS codes that are 
identified in Table 1 of this proposed 
rule. We are proposing to continue the 
use of the codes on the CY 2008 OPPS 
bypass list. Since the inception of the 
bypass list, we have calculated the 
percent of ‘‘natural’’ single bills that 
contained packaging for each HCPCS 
code and the amount of packaging in 
each ‘‘natural’’ single bill for each code. 
We have generally retained the codes on 
the previous year’s bypass list and used 
the update year’s data (for CY 2009, data 
available for the first CY 2008 APC 
Panel meeting for services furnished on 
and after January 1, 2007 through and 
including September 30, 2007) to 
determine whether it would be 
appropriate to add additional codes to 
the previous year’s bypass list. The 
entire list (including the codes that 
remained on the bypass list from prior 
years) is open to public comment. We 
removed two HCPCS codes from the CY 
2008 bypass list for this CY 2009 
proposal because the codes were deleted 
on December 31, 2005, specifically 
C8951 (Intravenous infusion for 
therapy/diagnosis; each additional hour 
(List separately in addition to C8950)) 
and C8955 (Chemotherapy 
administration, intravenous; infusion 
technique, each additional hour (List 
separately in addition to C8954)). We 
updated HCPCS codes on the CY 2008 
bypass list that were mapped to new 
HCPCS codes for CY 2009 ratesetting. 
We are proposing to add to the bypass 
list all HCPCS codes not on the CY 2008 
bypass list that, using the APC Panel 
data, meet the same previously 
established empirical criteria for the 
bypass list that are summarized below. 
We assume that the representation of 
packaging in the single claims for any 
given code is comparable to packaging 

for that code in the multiple claims. The 
proposed criteria for the bypass list are: 

• There are 100 or more single claims 
for the code. This number of single 
claims ensures that observed outcomes 
are sufficiently representative of 
packaging that might occur in the 
multiple claims. 

• Five percent or fewer of the single 
claims for the code have packaged costs 
on that single claim for the code. This 
criterion results in limiting the amount 
of packaging being redistributed to the 
separately payable procedure remaining 
on the claim after the bypass code is 
removed and ensures that the costs 
associated with the bypass code 
represent the cost of the bypassed 
service. 

• The median cost of packaging 
observed in the single claims is equal to 
or less than $50. This limits the amount 
of error in redistributed costs. 

• The code is not a code for an 
unlisted service. 

In addition, we are proposing to add 
to the bypass list HCPCS codes that 
CMS medical advisors believe have 
minimal associated packaging based on 
their clinical assessment of the complete 
CY 2009 OPPS proposal. To ensure 
clinical consistency in our treatment of 
related services, we are also proposing 
to add the other CPT add-on codes for 
drug administration services to the CY 
2009 bypass list, in addition to the CPT 
codes for additional hours of infusion 
that were previously included on the CY 
2008 bypass list, because adding them 
enables us to use many correctly coded 
claims for initial drug administration 
services that would otherwise not be 
available for ratesetting. The result of 
this proposal is that the packaged costs 
associated with add-on drug 
administration services are packaged 
into payment for the initial 
administration service, as has been our 
payment policy for the past 2 years for 
the CPT codes for additional hours of 
infusion. We are also proposing to add 
HCPCS code G0390 (Trauma response 
team activation associated with hospital 
critical care service) because we think it 
is appropriate to attribute all of the 
packaged costs that appear on a claim 
with HCPCS code G0390 and CPT code 
99291 (Critical care, evaluation and 
management of the critically ill or 
critically injured patient; first 30–74 
minutes) to CPT code 99291. If we did 
not add HCPCS code G0390 to the 
bypass list, we would have many fewer 
claims to use to set the median costs for 
APCs 0617 (Critical Care) and 0618 
(Trauma Response with Critical Care). 
By definition, we could not have any 
properly coded ‘‘natural’’ single bills for 
HCPCS code G0390. Including HCPCS 

code G0390 on the bypass list allows us 
to create more ‘‘pseudo’’ single bills for 
CPT code 99291 and HCPCS code 
G0390, and, therefore, to improve the 
accuracy of the median costs of APCs 
0617 and 0618 to which the two codes 
are assigned, respectively. The 
Integrated Outpatient Code Editor (I/ 
OCE) logic rejects a line for HCPCS code 
G0390 if CPT code 99291 is not also 
reported on the claim. Therefore, we 
cannot assess whether HCPCS code 
G0390 would meet the empirical criteria 
for inclusion on the bypass list because 
we have no ‘‘natural’’ single claims for 
HCPCS code G0390. 

As a result of the multiple imaging 
composite APCs that we are proposing 
to establish for CY 2009 as discussed in 
section II.A.2.e.(5) of this proposed rule, 
the ‘‘pseudo’’ single converter logic for 
bypassed codes that are also members of 
multiple imaging composite APCs 
would change. When creating the set of 
‘‘pseudo’’ single claims, claims that 
contain ‘‘overlap bypass codes,’’ that is, 
those HCPCS codes that are both on the 
bypass list and are members of the 
multiple imaging composite APCs, are 
identified first. These HCPCS codes are 
then processed to create multiple 
imaging composite ‘‘single’’ bills, that 
is, claims containing HCPCS codes from 
only one imaging family, thus 
suppressing the initial use of these 
codes as bypass codes. However, these 
‘‘overlap bypass codes’’ are retained on 
the bypass list because single unit 
occurrences of these codes are identified 
as single bills at the end of the ‘‘pseudo’’ 
single processing logic. The net effect of 
using these HCPCS codes in building 
multiple imaging composite ‘‘single 
session’’ claims rather than for bypass 
purposes is a slight reduction in the 
number of ‘‘pseudo’’ single claims 
available for the ‘‘overlap bypass codes’’ 
and a handful of services that would be 
frequently billed with an ‘‘overlap 
bypass code.’’ This process also creates 
multiple imaging composite ‘‘single 
session’’ bills that can be used for 
calculating composite APC median 
costs. ‘‘Overlap bypass codes’’ that 
would be members of the proposed 
multiple imaging composite APCs are 
identified by asterisks (*) in Table 1. 

We note that this list contains bypass 
codes that were appropriate to claims 
for services in CY 2007 and, therefore, 
includes codes that were deleted for CY 
2008. Moreover, there are codes on the 
proposed bypass list that are new for CY 
2008 and which are appropriate 
additions to the bypass list in 
preparation for use of the CY 2008 
claims for creation of the CY 2010 
OPPS. Table 1 below includes a list of 
the bypass codes that we are proposing 
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for CY 2009. We specifically request 
public comment on this proposed list of 
bypass codes for CY 2009. 

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

11056 ......... Trim skin lesions, 2 
to 4.

11057 ......... Trim skin lesions, 
over 4.

11300 ......... Shave skin lesion ..
11301 ......... Shave skin lesion ..
11719 ......... Trim nail(s) ............
11720 ......... Debride nail, 1–5 ...
11721 ......... Debride nail, 6 or 

more.
11954 ......... Therapy for contour 

defects.
17000 ......... Destruct premalg 

lesion.
17003 ......... Destruct premalg 

les, 2–14.
29220 ......... Strapping of low 

back.
31231 ......... Nasal endoscopy, 

dx.
31579 ......... Diagnostic laryn-

goscopy.
51798 ......... Us urine capacity 

measure.
53661 ......... Dilation of urethra ..
54240 ......... Penis study ............
56820 ......... Exam of vulva w/ 

scope.
57150 ......... Treat vagina infec-

tion.
67820 ......... Revise eyelashes ..
69210 ......... Remove impacted 

earwax.
69220 ......... Clean out mastoid 

cavity.
70030 ......... X-ray eye for for-

eign body.
70100 ......... X-ray exam of jaw
70110 ......... X-ray exam of jaw
70120 ......... X-ray exam of mas-

toids.
70130 ......... X-ray exam of mas-

toids.
70140 ......... X-ray exam of facial 

bones.
70150 ......... X-ray exam of facial 

bones.
70160 ......... X-ray exam of 

nasal bones.
70200 ......... X-ray exam of eye 

sockets.
70210 ......... X-ray exam of si-

nuses.
70220 ......... X-ray exam of si-

nuses.
70250 ......... X-ray exam of skull 
70260 ......... X-ray exam of skull 
70328 ......... X-ray exam of jaw 

joint.
70330 ......... X-ray exam of jaw 

joints.

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

70336 ......... Magnetic image, 
jaw joint.

* 

70355 ......... Panoramic x-ray of 
jaws.

70360 ......... X-ray exam of neck 
70370 ......... Throat x-ray & fluo-

roscopy.
70371 ......... Speech evaluation, 

complex.
70450 ......... Ct head/brain w/o 

dye.
* 

70480 ......... Ct orbit/ear/fossa w/ 
o dye.

* 

70486 ......... Ct maxillofacial w/o 
dye.

* 

70490 ......... Ct soft tissue neck 
w/o dye.

* 

70544 ......... Mr angiography 
head w/o dye.

* 

70551 ......... Mri brain w/o dye ... * 
71010 ......... Chest x-ray ............
71015 ......... Chest x-ray ............
71020 ......... Chest x-ray ............
71021 ......... Chest x-ray ............
71022 ......... Chest x-ray ............
71023 ......... Chest x-ray and flu-

oroscopy.
71030 ......... Chest x-ray ............
71034 ......... Chest x-ray and flu-

oroscopy.
71035 ......... Chest x-ray ............
71100 ......... X-ray exam of ribs
71101 ......... X-ray exam of ribs/ 

chest.
71110 ......... X-ray exam of ribs
71111 ......... X-ray exam of ribs/ 

chest.
71120 ......... X-ray exam of 

breastbone.
71130 ......... X-ray exam of 

breastbone.
71250 ......... Ct thorax w/o dye .. * 
72010 ......... X-ray exam of 

spine.
72020 ......... X-ray exam of 

spine.
72040 ......... X-ray exam of neck 

spine.
72050 ......... X-ray exam of neck 

spine.
72052 ......... X-ray exam of neck 

spine.
72069 ......... X-ray exam of trunk 

spine.
72070 ......... X-ray exam of tho-

racic spine.
72072 ......... X-ray exam of tho-

racic spine.
72074 ......... X-ray exam of tho-

racic spine.
72080 ......... X-ray exam of trunk 

spine.
72090 ......... X-ray exam of trunk 

spine.
72100 ......... X-ray exam of 

lower spine.

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

72110 ......... X-ray exam of 
lower spine.

72114 ......... X-ray exam of 
lower spine.

72120 ......... X-ray exam of 
lower spine.

72125 ......... Ct neck spine w/o 
dye.

* 

72128 ......... Ct chest spine w/o 
dye.

* 

72131 ......... Ct lumbar spine w/o 
dye.

* 

72141 ......... Mri neck spine w/o 
dye.

* 

72146 ......... Mri chest spine w/o 
dye.

* 

72148 ......... Mri lumbar spine w/ 
o dye.

* 

72170 ......... X-ray exam of pel-
vis.

72190 ......... X-ray exam of pel-
vis.

72192 ......... Ct pelvis w/o dye ... * 
72202 ......... X-ray exam sacro-

iliac joints.
72220 ......... X-ray exam of 

tailbone.
73000 ......... X-ray exam of col-

lar bone.
73010 ......... X-ray exam of 

shoulder blade.
73020 ......... X-ray exam of 

shoulder.
73030 ......... X-ray exam of 

shoulder.
73050 ......... X-ray exam of 

shoulders.
73060 ......... X-ray exam of hu-

merus.
73070 ......... X-ray exam of 

elbow.
73080 ......... X-ray exam of 

elbow.
73090 ......... X-ray exam of fore-

arm.
73100 ......... X-ray exam of wrist 
73110 ......... X-ray exam of wrist 
73120 ......... X-ray exam of hand 
73130 ......... X-ray exam of hand 
73140 ......... X-ray exam of fin-

ger(s).
73200 ......... Ct upper extremity 

w/o dye.
* 

73218 ......... Mri upper extremity 
w/o dye.

* 

73221 ......... Mri joint upr extrem 
w/o dye.

* 

73510 ......... X-ray exam of hip ..
73520 ......... X-ray exam of hips 
73540 ......... X-ray exam of pel-

vis & hips.
73550 ......... X-ray exam of thigh 
73560 ......... X-ray exam of 

knee, 1 or 2.
73562 ......... X-ray exam of 

knee, 3.
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TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

73564 ......... X-ray exam, knee, 
4 or more.

73565 ......... X-ray exam of 
knees.

73590 ......... X-ray exam of 
lower leg.

73600 ......... X-ray exam of 
ankle.

73610 ......... X-ray exam of 
ankle.

73620 ......... X-ray exam of foot
73630 ......... X-ray exam of foot
73650 ......... X-ray exam of heel 
73660 ......... X-ray exam of 

toe(s).
73700 ......... Ct lower extremity 

w/o dye.
* 

73718 ......... Mri lower extremity 
w/o dye.

* 

73721 ......... Mri jnt of lwr extre 
w/o dye.

* 

74000 ......... X-ray exam of ab-
domen.

74010 ......... X-ray exam of ab-
domen.

74020 ......... X-ray exam of ab-
domen.

74022 ......... X-ray exam series, 
abdomen.

74150 ......... Ct abdomen w/o 
dye.

* 

74210 ......... Contrst x-ray exam 
of throat.

74220 ......... Contrast x-ray, 
esophagus.

74230 ......... Cine/vid x-ray, 
throat/esoph.

74246 ......... Contrst x-ray uppr 
gi tract.

74247 ......... Contrst x-ray uppr 
gi tract.

74249 ......... Contrst x-ray uppr 
gi tract.

76100 ......... X-ray exam of body 
section.

76510 ......... Ophth us, b & 
quant a.

76511 ......... Ophth us, quant a 
only.

76512 ......... Ophth us, b w/non- 
quant a.

76513 ......... Echo exam of eye, 
water bath.

76514 ......... Echo exam of eye, 
thickness.

76516 ......... Echo exam of eye
76519 ......... Echo exam of eye
76536 ......... Us exam of head 

and neck.
76645 ......... Us exam, breast(s) 
76700 ......... Us exam, abdom, 

complete.
* 

76705 ......... Echo exam of ab-
domen.

* 

76770 ......... Us exam abdo back 
wall, comp.

* 

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

76775 ......... Us exam abdo back 
wall, lim.

* 

76776 ......... Us exam k transpl 
w/doppler.

* 

76801 ......... Ob us <14 wks, 
single fetus.

76805 ......... Ob us ≥14 wks, 
sngl fetus.

76811 ......... Ob us, detailed, 
sngl fetus.

76816 ......... Ob us, follow-up, 
per fetus.

76817 ......... Transvaginal us, 
obstetric.

76830 ......... Transvaginal us, 
non-ob.

76856 ......... Us exam, pelvic, 
complete.

* 

76857 ......... Us exam, pelvic, 
limited.

* 

76870 ......... Us exam, scrotum * 
76880 ......... Us exam, extremity 
76970 ......... Ultrasound exam 

follow-up.
76977 ......... Us bone density 

measure.
76999 ......... Echo examination 

procedure.
77072 ......... X-rays for bone age 
77073 ......... X-rays, bone length 

studies.
77074 ......... X-rays, bone sur-

vey, limited.
77075 ......... X-rays, bone survey 

complete.
77076 ......... X-rays, bone sur-

vey, infant.
77077 ......... Joint survey, single 

view.
77078 ......... Ct bone density, 

axial.
77079 ......... Ct bone density, 

peripheral.
77080 ......... Dxa bone density, 

axial.
77081 ......... Dxa bone density/ 

peripheral.
77082 ......... Dxa bone density, 

vert fx.
77083 ......... Radiographic 

absorptiometry.
77084 ......... Magnetic image, 

bone marrow.
77280 ......... Set radiation ther-

apy field.
77285 ......... Set radiation ther-

apy field.
77290 ......... Set radiation ther-

apy field.
77295 ......... Set radiation ther-

apy field.
77300 ......... Radiation therapy 

dose plan.
77301 ......... Radiotherapy dose 

plan, imrt.

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

77315 ......... Teletx isodose plan 
complex.

77326 ......... Brachytx isodose 
calc simp.

77327 ......... Brachytx isodose 
calc interm.

77328 ......... Brachytx isodose 
plan compl.

77331 ......... Special radiation 
dosimetry.

77332 ......... Radiation treatment 
aid(s).

77333 ......... Radiation treatment 
aid(s).

77334 ......... Radiation treatment 
aid(s).

77336 ......... Radiation physics 
consult.

77370 ......... Radiation physics 
consult.

77401 ......... Radiation treatment 
delivery.

77402 ......... Radiation treatment 
delivery.

77403 ......... Radiation treatment 
delivery.

77404 ......... Radiation treatment 
delivery.

77407 ......... Radiation treatment 
delivery.

77408 ......... Radiation treatment 
delivery.

77409 ......... Radiation treatment 
delivery.

77411 ......... Radiation treatment 
delivery.

77412 ......... Radiation treatment 
delivery.

77413 ......... Radiation treatment 
delivery.

77414 ......... Radiation treatment 
delivery.

77416 ......... Radiation treatment 
delivery.

77418 ......... Radiation tx deliv-
ery, imrt.

77470 ......... Special radiation 
treatment.

77520 ......... Proton trmt, simple 
w/o comp.

77523 ......... Proton trmt, inter-
mediate.

80500 ......... Lab pathology con-
sultation.

80502 ......... Lab pathology con-
sultation.

85097 ......... Bone marrow inter-
pretation.

86510 ......... Histoplasmosis skin 
test.

86850 ......... RBC antibody 
screen.

86870 ......... RBC antibody iden-
tification.

86880 ......... Coombs test, direct 
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TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

86885 ......... Coombs test, indi-
rect, qual.

86886 ......... Coombs test, indi-
rect, titer.

86890 ......... Autologous blood 
process.

86900 ......... Blood typing, ABO
86901 ......... Blood typing, Rh 

(D).
86903 ......... Blood typing, anti-

gen screen.
86904 ......... Blood typing, pa-

tient serum.
86905 ......... Blood typing, RBC 

antigens.
86906 ......... Blood typing, Rh 

phenotype.
86930 ......... Frozen blood prep
86970 ......... RBC pretreatment
86977 ......... RBC pretreatment, 

serum.
88104 ......... Cytopath fl nongyn, 

smears.
88106 ......... Cytopath fl nongyn, 

filter.
88107 ......... Cytopath fl nongyn, 

sm/fltr.
88108 ......... Cytopath, con-

centrate tech.
88112 ......... Cytopath, cell en-

hance tech.
88160 ......... Cytopath smear, 

other source.
88161 ......... Cytopath smear, 

other source.
88162 ......... Cytopath smear, 

other source.
88172 ......... Cytopathology eval 

of fna.
88173 ......... Cytopath eval, fna, 

report.
88182 ......... Cell marker study ..
88184 ......... Flowcytometry/ tc, 1 

marker.
88185 ......... Flowcytometry/tc, 

add-on.
88300 ......... Surgical path, gross 
88302 ......... Tissue exam by pa-

thologist.
88304 ......... Tissue exam by pa-

thologist.
88305 ......... Tissue exam by pa-

thologist.
88307 ......... Tissue exam by pa-

thologist.
88311 ......... Decalcify tissue .....
88312 ......... Special stains ........
88313 ......... Special stains ........
88321 ......... Microslide consulta-

tion.
88323 ......... Microslide consulta-

tion.
88325 ......... Comprehensive re-

view of data.
88331 ......... Path consult 

intraop, 1 bloc.

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

88342 ......... Immunohistochemi-
stry.

88346 ......... Immunofluorescent 
study.

88347 ......... Immunofluorescent 
study.

88348 ......... Electron micros-
copy.

88358 ......... Analysis, tumor ......
88360 ......... Tumor 

immunohistoche-
m/manual.

88361 ......... Tumor 
immunohistoche-
m/comput.

88365 ......... In situ hybridization 
(FISH).

88368 ......... Insitu hybridization, 
manual.

88399 ......... Surgical pathology 
procedure.

89049 ......... Chct for mal 
hyperthermia.

89230 ......... Collect sweat for 
test.

89240 ......... Pathology lab pro-
cedure.

90472 ......... Immunization 
admin, each add.

90474 ......... Immune admin oral/ 
nasal addl.

90761 ......... Hydrate iv infusion, 
add-on.

90766 ......... Ther/proph/dg iv inf, 
add-on.

90767 ......... Tx/proph/dg addl 
seq iv inf.

90770 ......... Sc ther infusion, 
addl hr.

90771 ......... Sc ther infusion, 
reset pump.

90775 ......... Tx/pro/dx inj new 
drug add-on.

90801 ......... Psy dx interview ....
90802 ......... Intac psy dx inter-

view.
90804 ......... Psytx, office, 20–30 

min.
90805 ......... Psytx, off, 20–30 

min w/e&m.
90806 ......... Psytx, off, 45–50 

min.
90807 ......... Psytx, off, 45–50 

min w/e&m.
90808 ......... Psytx, office, 75–80 

min.
90809 ......... Psytx, off, 75–80, 

w/e&m.
90810 ......... Intac psytx, off, 20– 

30 min.
90811 ......... Intac psytx, 20–30, 

w/e&m.
90812 ......... Intac psytx, off, 45– 

50 min.
90816 ......... Psytx, hosp, 20–30 

min.

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

90818 ......... Psytx, hosp, 45–50 
min.

90826 ......... Intac psytx, hosp, 
45–50 min.

90845 ......... Psychoanalysis ......
90846 ......... Family psytx w/o 

patient.
90847 ......... Family psytx w/pa-

tient.
90853 ......... Group psycho-

therapy.
90857 ......... Intac group psytx ...
90862 ......... Medication man-

agement.
90899 ......... Psychiatric service/ 

therapy.
92002 ......... Eye exam, new pa-

tient.
92004 ......... Eye exam, new pa-

tient.
92012 ......... Eye exam estab-

lished pat.
92014 ......... Eye exam & treat-

ment.
92020 ......... Special eye evalua-

tion.
92025 ......... Corneal topography 
92081 ......... Visual field exam-

ination(s).
92082 ......... Visual field exam-

ination(s).
92083 ......... Visual field exam-

ination(s).
92135 ......... Ophth dx imaging 

post seg.
92136 ......... Ophthalmic biome-

try.
92225 ......... Special eye exam, 

initial.
92226 ......... Special eye exam, 

subsequent.
92230 ......... Eye exam with 

photos.
92240 ......... Icg angiography .....
92250 ......... Eye exam with 

photos.
92275 ......... Electroretinography 
92285 ......... Eye photography ...
92286 ......... Internal eye photog-

raphy.
92520 ......... Laryngeal function 

studies.
92541 ......... Spontaneous nys-

tagmus test.
92546 ......... Sinusoidal rota-

tional test.
92548 ......... Posturography .......
92552 ......... Pure tone audiom-

etry, air.
92553 ......... Audiometry, air & 

bone.
92555 ......... Speech threshold 

audiometry.
92556 ......... Speech audiometry, 

complete.
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TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

92557 ......... Comprehensive 
hearing test.

92567 ......... Tympanometry .......
92582 ......... Conditioning play 

audiometry.
92585 ......... Auditor evoke po-

tent, compre.
92603 ......... Cochlear implt f/up 

exam 7 >.
92604 ......... Reprogram coch-

lear implt 7 >.
92626 ......... Eval aud rehab sta-

tus.
93005 ......... Electrocardiogram, 

tracing.
93017 ......... Cardiovascular 

stress test.
93225 ......... ECG monitor/ 

record, 24 hrs.
93226 ......... ECG monitor/report, 

24 hrs.
93231 ......... Ecg monitor/record, 

24 hrs.
93232 ......... ECG monitor/report, 

24 hrs.
93236 ......... ECG monitor/report, 

24 hrs.
93270 ......... ECG recording .......
93271 ......... Ecg/monitoring and 

analysis.
93278 ......... ECG/signal-aver-

aged.
93727 ......... Analyze ilr system
93731 ......... Analyze pacemaker 

system.
93732 ......... Analyze pacemaker 

system.
93733 ......... Telephone analy, 

pacemaker.
93734 ......... Analyze pacemaker 

system.
93735 ......... Analyze pacemaker 

system.
93736 ......... Telephonic analy, 

pacemaker.
93741 ......... Analyze ht pace de-

vice sngl.
93742 ......... Analyze ht pace de-

vice sngl.
93743 ......... Analyze ht pace de-

vice dual.
93744 ......... Analyze ht pace de-

vice dual.
93786 ......... Ambulatory BP re-

cording.
93788 ......... Ambulatory BP 

analysis.
93797 ......... Cardiac rehab ........
93798 ......... Cardiac rehab/mon-

itor.
93875 ......... Extracranial study ..
93880 ......... Extracranial study ..
93882 ......... Extracranial study ..
93886 ......... Intracranial study ...
93888 ......... Intracranial study ...
93922 ......... Extremity study ......

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

93923 ......... Extremity study ......
93924 ......... Extremity study ......
93925 ......... Lower extremity 

study.
93926 ......... Lower extremity 

study.
93930 ......... Upper extremity 

study.
93931 ......... Upper extremity 

study.
93965 ......... Extremity study ......
93970 ......... Extremity study ......
93971 ......... Extremity study ......
93975 ......... Vascular study .......
93976 ......... Vascular study .......
93978 ......... Vascular study .......
93979 ......... Vascular study .......
93990 ......... Doppler flow testing 
94015 ......... Patient recorded 

spirometry.
94690 ......... Exhaled air analysis 
95115 ......... Immunotherapy, 

one injection.
95117 ......... Immunotherapy in-

jections.
95165 ......... Antigen therapy 

services.
95250 ......... Glucose monitoring, 

cont.
95805 ......... Multiple sleep la-

tency test.
95806 ......... Sleep study, unat-

tended.
95807 ......... Sleep study, at-

tended.
95808 ......... Polysomnography, 

1–3.
95812 ......... Eeg, 41–60 minutes 
95813 ......... Eeg, over 1 hour ...
95816 ......... Eeg, awake and 

drowsy.
95819 ......... Eeg, awake and 

asleep.
95822 ......... Eeg, coma or sleep 

only.
95869 ......... Muscle test, thor 

paraspinal.
95872 ......... Muscle test, one 

fiber.
95900 ......... Motor nerve con-

duction test.
95921 ......... Autonomic nerv 

function test.
95925 ......... Somatosensory 

testing.
95926 ......... Somatosensory 

testing.
95930 ......... Visual evoked po-

tential test.
95950 ......... Ambulatory eeg 

monitoring.
95953 ......... EEG monitoring/ 

computer.
95970 ......... Analyze neurostim, 

no prog.

TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

95972 ......... Analyze neurostim, 
complex.

95974 ......... Cranial neurostim, 
complex.

95978 ......... Analyze neurostim 
brain/1h.

96000 ......... Motion analysis, 
video/3d.

96101 ......... Psycho testing by 
psych/phys.

96111 ......... Developmental test, 
extend.

96116 ......... Neurobehavioral 
status exam.

96118 ......... Neuropsych tst by 
psych/phys.

96119 ......... Neuropsych testing 
by tec.

96150 ......... Assess hlth/be-
have, init.

96151 ......... Assess hlth/be-
have, subseq.

96152 ......... Intervene hlth/be-
have, indiv.

96153 ......... Intervene hlth/be-
have, group.

96402 ......... Chemo hormon 
antineopl sq/im.

96411 ......... Chemo, iv push, 
addl drug.

96415 ......... Chemo, iv infusion, 
addl hr.

96417 ......... Chemo iv infus 
each addl seq.

96423 ......... Chemo ia infuse 
each addl hr.

96900 ......... Ultraviolet light ther-
apy.

96910 ......... Photochemotherapy 
with UV–B.

96912 ......... Photochemotherapy 
with UV–A.

96913 ......... Photochemotherap-
y, UV–A or B.

96920 ......... Laser tx, skin <250 
sq cm.

98925 ......... Osteopathic manip-
ulation.

98926 ......... Osteopathic manip-
ulation.

98927 ......... Osteopathic manip-
ulation.

98940 ......... Chiropractic manip-
ulation.

98941 ......... Chiropractic manip-
ulation.

98942 ......... Chiropractic manip-
ulation.

99204 ......... Office/outpatient 
visit, new.

99212 ......... Office/outpatient 
visit, est.

99213 ......... Office/outpatient 
visit, est.

99214 ......... Office/outpatient 
visit, est.
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TABLE 1.—PROPOSED CY 2009 BY-
PASS CODES FOR CREATING ‘‘PSEU-
DO’’ SINGLE CLAIMS FOR CALCU-
LATING MEDIAN COSTS—Continued 

HCPCS 
code Short descriptor 

‘‘Overlap 
bypass 
codes’’ 

99241 ......... Office consultation
99242 ......... Office consultation
99243 ......... Office consultation
99244 ......... Office consultation
99245 ......... Office consultation
0144T ......... CT heart wo dye; 

qual calc.
G0008 ........ Admin influenza 

virus vac.
G0101 ........ CA screen; pelvic/ 

breast exam.
G0127 ........ Trim nail(s) ............
G0130 ........ Single energy x-ray 

study.
G0166 ........ Extrnl counterpulse, 

per tx.
G0175 ........ OPPS Serv-

ice,sched team 
conf.

G0340 ........ Robt lin-radsurg 
fractx 2–5.

G0344 ........ Initial preventive 
exam.

G0365 ........ Vessel mapping 
hemo access.

G0367 ........ EKG tracing for ini-
tial prev.

G0376 ........ Smoke/tobacco 
counseling >10.

G0389 ........ Ultrasound exam 
AAA screen.

G0390 ........ Trauma response 
w/hosp criti.

M0064 ........ Visit for drug moni-
toring.

Q0091 ........ Obtaining screen 
pap smear.

c. Proposed Calculation of CCRs 

(1) Development of the CCRs 
We calculated hospital-specific 

overall CCRs and hospital-specific 
departmental CCRs for each hospital for 
which we had CY 2007 claims data. For 
CY 2009 OPPS ratesetting, we used the 
set of claims processed during CY 2007. 
We applied the hospital-specific CCR to 
the hospital’s charges at the most 
detailed level possible, based on a 
revenue code-to-cost center crosswalk 
that contains a hierarchy of CCRs used 
to estimate costs from charges for each 
revenue code. That crosswalk is 
available for review and continuous 
comment on the CMS Web site at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
03_crosswalk.asp#TopOfPage. We 
calculated CCRs for the standard and 
nonstandard cost centers accepted by 
the electronic cost report database. In 
general, the most detailed level at which 

we calculated CCRs was the hospital- 
specific departmental level. 

We are proposing to make a change to 
the revenue code-to-cost center 
crosswalk for the CY 2009 OPPS. 
Specifically, for revenue code 0904 
(Activity Therapy), we are proposing to 
make cost center 3550 (Psychiatric/ 
Psychological Services) the primary cost 
center and to make cost center 6000 
(Clinic services) the secondary cost 
center. For CY 2008, for revenue code 
0904, the primary cost center is 3580 
(Recreational Therapy), cost center 3550 
is secondary; and cost center 6000 is 
tertiary. We are proposing this change to 
conform the OPPS methodology for 
hospital claims to the crosswalk that is 
being used to calculate partial 
hospitalization costs for CMHCs. 

We would like to affirm that the 
longstanding Medicare principles of 
cost apportionment at § 413.53 convey 
that, under the departmental method of 
apportionment, the cost of each 
ancillary department is to be 
apportioned separately rather than being 
combined with another department. 
However, CMS does not specify a 
revenue code-to-cost center crosswalk 
that hospitals must adopt to prepare the 
cost report, but instead, requires 
hospitals to submit their individual 
crosswalk to the Medicare contractor 
when the cost report is filed. The 
proposed CY 2009 OPPS revenue code- 
to-cost center crosswalk contains several 
potential cost center locations for a 
revenue code because it is an attempt to 
best represent the association of revenue 
codes with cost centers across all 
hospitals for modeling purposes. 
Assignment to cost centers is mutually 
exclusive and only defaults to the next 
level when the cost center with higher 
priority is unavailable. The changes to 
the crosswalk for revenue code 0904 
mentioned above are used by CMS for 
modeling purposes only, and we fully 
expect hospitals to comply with the 
Medicare reimbursement policies when 
reporting their costs and charges on the 
cost report. 

At the March 2008 APC Panel 
meeting, we reviewed with the APC 
Panel’s Data Subcommittee the current 
revenue code-to-cost center crosswalk, 
as well as other data in preparation for 
the CY 2009 rulemaking cycle. At this 
meeting, the APC Panel recommended 
that the Data Subcommittee continue its 
work and we are accepting that 
recommendation. We will continue to 
work with the APC Panels’ Data 
Subcommittee to prepare and review 
data and analyses relevant to the APC 
configurations and OPPS payment 
policies for hospital outpatient items 
and services. 

(2) Charge Compression 

Since the implementation of the 
OPPS, some commenters have raised 
concerns about potential bias in the 
OPPS cost-based weights due to ‘‘charge 
compression,’’ which is the practice of 
applying a lower charge markup to 
higher-cost services and a higher charge 
markup to lower-cost services. As a 
result, the cost-based weights suffer 
from aggregation bias, undervaluing 
high cost items and overvaluing low 
cost items if an estimate of average 
markup embodied in a single CCR is 
applied to items of widely varying costs 
in the same cost center. Commenters 
expressed increased concern about the 
impact of charge compression when, 
partially in response to 
recommendations of the Medicare 
Payment Advisory Commission 
(MedPAC), CMS proposed to set the 
relative weights for payment under the 
IPPS based on the costs of inpatient 
hospital services, rather than the 
charges for the services. 

To explore this issue, in August 2006 
we awarded a contract to RTI 
International (RTI) to study the effects of 
charge compression in calculating the 
IPPS relative weights, particularly with 
regard to the impact on inpatient 
diagnosis-related group (DRG) 
payments, and to consider methods to 
reduce the variation in the CCRs used to 
calculate costs for the IPPS relative 
weights across services within cost 
centers. Of specific note was RTI’s 
analysis of a regression-based 
methodology estimating an average 
adjustment for CCR by type of revenue 
code from an observed relationship 
between provider cost center CCRs and 
proportional billing of high and low cost 
services in the cost center. RTI issued a 
report in March 2007 with its findings 
on charge compression. The report is 
available on the CMS Web site at: 
http://www.cms.hhs.gov/reports/ 
downloads/Dalton.pdf. Although this 
report was focused largely on charge 
compression in the context of the IPPS 
cost-based relative weights, several of 
the findings were relevant to the OPPS. 
Therefore, we discussed the findings 
and our responses to that interim draft 
report in the CY 2008 OPPS/ASC 
proposed rule (72 FR 42641 through 
42643) and reiterated them in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66599 through 
66602). 

As RTI noted in its 2007 report that 
its research was limited to IPPS DRG 
cost-based weights and that it did not 
examine potential areas of charge 
compression specific to hospital 
outpatient services, we were concerned 
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that the analysis was too limited in 
scope because typically hospital cost 
report CCRs encompass both inpatient 
and outpatient services for each cost 
center. Further, because both the IPPS 
and OPPS rely on cost-based weights, 
we preferred to introduce any 
methodological adjustments to both 
payment systems at the same time. We 
believe that because charge compression 
affects the cost estimates for services 
paid under both IPPS and OPPS in the 
same way, it is appropriate that we 
would use the same approach to address 
the issue. Finally, we noted that we 
wished to assess the educational 
activities being undertaken by the 
hospital community to improve cost 
reporting accuracy in response to RTI’s 
findings, either as an adjunct to or in 
lieu of regression-based adjustments to 
CCRs. 

We have since expanded RTI’s 
analysis of charge compression to 
incorporate outpatient services. In 
August 2007, we again contracted with 
RTI. Under this contract, we asked RTI 
to evaluate the cost estimation process 
for the OPPS relative weights. This 
research included a reassessment of the 
regression-based CCR models using 
hospital outpatient and inpatient charge 
data, as well as a detailed review of the 
OPPS revenue code-to-cost center 
crosswalk and the OPPS’ hospital- 
specific CCR methodology. In evaluating 
cost-based estimation, in general, the 
results of RTI’s analyses impact both the 
OPPS APC relative weights and the IPPS 
MS–DRG (Medicare-Severity) relative 
weights. With the release of the IPPS FY 
2009 proposed rule in April 2008, CMS 
also posted an interim report discussing 
RTI’s research findings for the IPPS MS– 
DRG relative weights to be available 
during the public comment period on 
the FY 2009 IPPS proposed rule. This 
report can be found on RTI’s Web site 
at: http://www.rti.org/reports/cms/
HHSM–500–2005–0029I/PDF/ 
Refining_Cost_to_Charge_Ratios
_200804.pdf. The IPPS-specific 
chapters, which were separately 
displayed in the April 2008 interim 
report, as well as the more recent OPPS 
chapters, are included in the July 2008 
RTI final report entitled, ‘‘Refining Cost 
to Charge Ratios for Calculating APC 
and DRG Relative Payment Weights,’’ 
that became available at the time of the 
development of this proposed rule. The 
RTI final report can be found on RTI’s 
Web site at: http://www.rti.org. 

RTI’s final report distinguished 
between two types of research findings 
and recommendations, those pertaining 
to the accounting or cost report data 
itself and those related to statistical 
regression analysis. Because the OPPS 

uses a hospital-specific CCR 
methodology, employs detailed cost 
report data, and estimates costs at the 
claim level, CMS asked RTI to closely 
evaluate the accounting component of 
the cost-based weight methodology, 
specifically the revenue code-to-cost 
center crosswalk. In reviewing the cost 
report data for nonstandard cost centers 
used in the crosswalk, RTI discovered 
some problems concerning the 
classification of nonstandard cost 
centers, and reclassified nonstandard 
cost centers by reading providers’ cost 
center labels. Standard cost centers are 
preprinted in the CMS-approved cost 
report software, while nonstandard cost 
centers are identified and updated 
periodically through analysis of 
frequently used labels. RTI also 
evaluated the revenue code-to-cost 
center crosswalk after examining 
hospitals’ cost report and revenue code 
billing patterns in order to reduce 
aggregation bias inherent in defaulting 
to the overall ancillary CCR and 
generally to improve the empirical 
accuracy of the crosswalk. 

With regard to the statistical 
adjustments, RTI confirmed the findings 
of its March 2007 report that regression 
models are a valid approach for 
diagnosing potential aggregation bias 
within selected services for the IPPS 
and found that regression models are 
equally valid for setting payments under 
the OPPS. RTI also suggested that 
regression-based CCRs could provide a 
short-term correction until accounting 
data could be refined to support more 
accurate CCR estimates under both the 
IPPS and the OPPS. RTI again found 
aggregation bias in devices, drugs, and 
radiology and, using combined 
outpatient and inpatient claims, 
expanded the number of recommended 
regression-adjusted CCRs. 

In almost all cases, RTI observed that 
potential distortions in the APC relative 
weights were proportionally much 
greater than for MS–DRGs for both 
accounting-based and statistical 
adjustments because APC groups are 
small and generally price a single 
service. However, just as the overall 
impacts on MS–DRGs were more 
moderate because MS–DRGs 
experienced offsetting effects of changes 
in cost estimation, a given hospital 
outpatient visit might include more than 
one service, leading to offsetting effects 
in cost estimation for services provided 
in the outpatient episode as a whole. In 
general, APC relative weights are more 
volatile than MS–DRG relative weights 
from year to year yet OPPS provider 
impacts are typically quite modest and, 
in light of this experience, we expect 
that overall provider impacts could be 

much more moderate than those 
suggested by individual APC impacts 
from the RTI analysis. 

Notwithstanding likely offsetting 
effects at the provider-level, RTI 
asserted that, while some averaging is 
appropriate for a prospective payment 
system, extreme distortions in APC 
payments for individual services bias 
perceptions of service profitability and 
may lead hospitals to inappropriately 
set their charge structure. RTI noted that 
this may not be true for ‘‘core’’ hospital 
services, such as oncology, but has a 
greater impact in evolving areas with 
greater potential for provider-induced 
demand, such as specialized imaging 
services. RTI also noted that cost-based 
weights are only one component of a 
final prospective payment rate. There 
are other rate adjustments (wage index, 
indirect medical education (IME), and 
disproportionate share hospital (DSH)) 
to payment derived from the revised 
cost-based weights and the cumulative 
effect of these components may not 
improve the ability of final payment to 
reflect resource cost. With regard to 
APCs and MS–DRGs that contain 
substantial device costs, RTI cautioned 
that other prospective payment system 
adjustments (wage index, IME, and 
DSH) largely offset the effects of charge 
compression among hospitals that 
receive these adjustments. RTI endorsed 
short-term regression-based 
adjustments, but also concluded that 
more refined and accurate accounting 
data are the preferred long-term solution 
to mitigate charge compression and 
related bias in hospital cost-based 
weights. 

As a result of this research, RTI made 
11 recommendations, 2 of which are 
specific to IPPS MS–DRGs and are not 
discussed in this proposed rule. The 
first set of non-IPPS-specific 
recommendations concentrates on short- 
term accounting changes to current cost 
report data; the second set addresses 
short-term regression-based and other 
statistical adjustments. RTI concluded 
its recommendations with longer-term 
accounting changes to the cost report. 
(RTI report, ‘‘Refining Cost to Charge 
Ratios for Calculating APC and MS– 
DRG Relative Payment Weights,’’ July 
2008). Given the magnitude and scope 
of impacts on APC relative weights that 
would result from adopting both 
accounting and statistical changes, as 
specifically observed in Chapter 6 of 
RTI’s July 2008 final report and 
Attachments 4a, 4b, and 5 (RTI report, 
‘‘Refining Cost to Charge Ratios for 
Calculating APC and MS–DRG Relative 
Payment Weights,’’ July 2008), we are 
not proposing to adopt any short-term 
adjustments to OPPS payment rate 
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calculations for CY 2009. Furthermore, 
the numerous and substantial changes 
that RTI recommends have significantly 
complex interactions with one another 
and we believe that we should proceed 
cautiously. In a budget neutral payment 
system, increases in payment for some 
services must be countered by 
reductions to payment for other 
services. 

We are, however, specifically seeking 
public comments on several of RTI’s 
recommended accounting-based 
changes pertaining to the cost report as 
discussed below because we plan to 
consider these public comments in our 
current revision to the Medicare 
hospital cost report and in our decisions 
pertaining to the CY 2010 OPPS. We 
believe that improved and more precise 
cost reporting is the best way to improve 
the accuracy of all cost-based payment 
weights, including relative weights for 
the IPPS MS–DRGs. Because both the 
IPPS and the OPPS rely on cost-based 
weights derived, in part, from data on 
the Medicare hospital cost report form, 
public comments on recommended 
changes to the cost report should 
address any impact on both the 
inpatient and outpatient payment 
systems. 

We noted in the FY 2009 IPPS 
proposed rule that we are updating the 
cost report form to eliminate outdated 
requirements in conjunction with the 
Paperwork Reduction Act (PRA), and 
that we plan to propose actual changes 
to the cost reporting form, the attending 
cost reporting software, and the cost 
report instructions in Chapter 36 of the 
Medicare Provider Reimbursement 
Manual (PRM), Part II (73 FR 23546 
through 23547). We anticipate 
proposing these revisions shortly. We 
would consider any public comments 
on our proposals for cost report changes, 
as well as any public comments on 
RTI’s cost estimation findings and 
recommendations for revising the cost 
report in general, in updating the cost 
report. We expect the revised cost report 
may be available for hospitals to use 
when submitting cost reports during FY 
2010, that is, for cost reporting periods 
beginning after October 1, 2008, and we 
expect that we would be able to use 
some of these data for setting payment 
rates for future OPPS updates. 

RTI’s first set of four 
recommendations for accounting 
changes addressed improved use of 
existing cost report and claims data. RTI 
recommended: (1) Immediately using 
text searches of providers’ line 
descriptions to more appropriately 
classify nonstandard cost centers in 
current hospital cost report data; (2) 
changing cost report preparation 

software to impose fixed descriptions on 
nonstandard cost centers; (3) slightly 
revising CMS’ cost center aggregation 
table to eliminate duplicative or 
misplaced nonstandard cost centers and 
to add nonstandard cost centers for 
common services without one; and (4) 
adopting RTI’s recommended changes to 
the revenue code-to-cost center 
crosswalk. 

Given the magnitude and scope of 
impacts resulting from RTI’s 
recommended revisions, we are not 
proposing to adopt any of the short-term 
accounting changes, including text 
searches of providers’ line descriptions 
to more appropriately classify 
nonstandard cost centers and 
recommended changes to the revenue 
code-to-cost center crosswalk. We will 
modify the cost report preparation 
software that will accompany the 
revised Medicare cost report form to 
print a brief fixed description with a 
nonstandard cost center number, while 
continuing to allow the hospital to enter 
a line description. 

With regard to revisions to the cost 
center aggregation table, we are 
specifically inviting public comment on 
whether several identified cost centers 
are duplicative (RTI report, ‘‘Refining 
Cost to Charge Ratios for Calculating 
APC and MS–DRG Relative Payment 
Weights,’’ July 2008). We are also 
specifically requesting public comment 
on creation of new nonstandard cost 
centers for services that are well 
represented in line descriptions 
associated with ‘‘other ancillary 
services’’ cost centers, but for which no 
distinct nonstandard cost center 
currently exists and for which UB–04 
revenue codes do exist, including 
cardiac rehabilitation, hyperbaric 
oxygen therapy, and patient education 
(RTI report, ‘‘Refining Cost to Charge 
Ratios for Calculating APC and MS– 
DRG Relative Payment Weights,’’ July 
2008). We will consider these comments 
as we continue our work on revising the 
Medicare hospital cost report form. 

Furthermore, we are interested in 
public comment on RTI’s recommended 
changes to the OPPS revenue code-to- 
cost center crosswalk, and we may 
propose to adopt crosswalk changes for 
CY 2010 based on RTI’s analyses and 
related public comments received on 
this issue. Although available on the 
CMS Web site for continuous public 
comment, we have received relatively 
few public comments over the last 
several years on the OPPS revenue code- 
to-cost center crosswalk, which has 
undergone only minimal change since 
the inception of the OPPS. RTI’s revised 
crosswalk in Attachment 2b of its final 
report reflected all accounting changes, 

including reclassification of 
nonstandard cost centers from text 
searches, removal of duplicative cost 
centers, and addition of new 
nonstandard cost centers for common 
services. Throughout the July 2008 final 
report, RTI used a subscripting 
nomenclature developed from CMS’ 
aggregation table to identify cost 
centers. To disentangle the combined 
impact of these changes and clearly 
communicate RTI’s recommended 
changes in current cost center numbers, 
we have made available on the CMS 
Web site a revised (RTI-recommended) 
crosswalk using current standard and 
nonstandard cost centers in the same 
format as the crosswalk proposed for the 
CY 2009 OPPS. This revised (RTI- 
recommended) crosswalk may be found 
on the CMS Web site under supporting 
documentation for this proposed rule at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/HORD/ 
list.asp#TopOfPage. We did not include 
RTI’s recommended new or collapsed 
nonstandard cost centers in this revised 
crosswalk. 

We are specifically inviting public 
comment on the numerous changes 
included in this crosswalk. Areas of 
specific interest include the addition of 
‘‘default’’ CCRs for clinic, cardiology, 
and therapy services before defaulting to 
the overall ancillary CCR, as is our 
current policy. The overall ancillary 
CCR is charge-weighted and heavily 
influenced by the relationship between 
costs and charges for surgical and 
imaging services. RTI also introduced 
cost center 4300 (Radioisotope) as a 
primary cost converter for the nuclear 
medicine revenue codes (034X). 
Further, RTI added secondary and 
tertiary crosswalk maps for services that 
frequently appear together, such as 
CCRs for Computed Tomography (CT) 
Scan as a secondary cost converter for 
the Magnetic Resonance Imaging (MRI) 
revenue codes (061X) (RTI report, 
‘‘Refining Cost to Charge Ratios for 
Calculating APC and MS–DRG Relative 
Payment Weights,’’ July 2008). 

RTI’s second set of recommendations 
concentrated on short-term statistical 
regression-based adjustments to address 
aggregation bias. RTI recommended: (1) 
Adopting regression-adjusted OPPS 
CCRs for Devices, Other Supplies Sold, 
Additional Detail Coded Drugs, and 
Intravenous (IV) Solutions and Other 
Drugs Sold; and (2) adopting a set of 
CCRs that blend corrected cost report 
and regression-adjusted CCRs for CT 
scanning, MRI, therapeutic radiology, 
nuclear medicine, and other diagnostic 
radiology services for hospitals that did 
not report these standard and 
nonstandard cost centers. We agree that 
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improved data for cost estimation in 
these areas is a desirable goal. However, 
we have chosen to concentrate our 
efforts on concrete steps to improve the 
quality of cost report accounting data 
that ultimately would be used to 
calculate both hospital inpatient and 
outpatient prospective payment system 
relative weights. In the proposed rule 
for the FY 2009 IPPS (73 FR 23544), for 
which the public comment period 
closed on June 13, 2008, we emphasize 
this fundamental goal of improving cost 
report accounting data rather than 
making short-term statistical 
adjustments. 

RTI’s third and final set of 
recommendations focused on long-term 
accounting revisions to the cost report 
and educational efforts to improve the 
overall accuracy of accounting data. RTI 
recommended: (1) Clarifying cost report 
instructions and requiring hospitals to 
use all standard lines in the cost report 
if their facility offers the described 
services; (2) creating new standard lines 
on the cost report for CT Scanning, MRI, 
Cardiac Catheterization, Devices, and 
Drugs Requiring Additional Coding; and 
(3) educating hospitals through 
industry-led educational initiatives 
directed at methods for capital cost 
finding, specifically encouraging 
providers to use direct assignment of 
equipment depreciation and lease costs 
wherever possible, or at least to allocate 
moveable equipment depreciation based 
on dollar value of assigned depreciation 
costs. 

We will consider the best means to 
clarify the principle of departmental 
apportionment of costs at § 413.53, 
which states that hospitals should 
apportion separately the costs and 
charges of each ancillary department for 
which charges are customarily made 
separately rather than combining those 
costs and charges with another ancillary 
department. RTI noted that many 
hospitals combine costs and charges for 
therapeutic radiology and nuclear 
medicine services under the diagnostic 
radiology cost center, when these are 
services with their own specific and 
distinct charges and cost centers (RTI 
report, ‘‘Refining Cost to Charge Ratios 
for Calculating APC and MS–DRG 
Relative Payment Weights,’’ July 2008). 
We seek to better understand the reason 
for this aggregation and other relatively 
common scenarios, such as a failure to 
report the standard cost center 4700 
(Blood Storing, Processing & Transp.) 
when the hospital bills Medicare for 
blood products that always have storage 
and processing costs and charges, as 
well as any concerns hospitals may have 
about reporting all appropriate standard 
cost centers. 

With regard to creating new standard 
lines on the cost report, we are 
proposing standard lines on the cost 
report for Devices and Drugs Requiring 
Additional Coding. In the FY 2009 IPPS 
proposed rule (73 FR 23546), we 
proposed to create two new cost centers, 
Medical Supplies Charged to Patients 
and Implantable Devices Charged to 
Patients, to replace the current cost 
center called Supplies Charged to 
Patients as part of our initiative to revise 
and update the Medicare hospital cost 
report form. In our discussion of 
pharmacy overhead cost in section 
V.B.3. of this proposed rule, we are 
proposing to create two other new cost 
centers, Drugs with High Overhead 
Costs Charged to Patients and Drugs 
with Low Overhead Costs Charged to 
Patients, to replace the current cost 
center called Drugs Charged to Patient. 
Public comment on the proposal for 
these two other new cost centers 
included in this proposed rule should 
be made in reference to that detailed 
discussion. 

We believe that standard cost centers 
for CT Scanning, MRI, and Cardiac 
Catheterization also may be appropriate 
as we revise the Medicare hospital cost 
report form. CMS already has 
established nonstandard cost centers for 
these services and many, but not all, 
hospitals currently report costs and 
charges in these cost centers. As noted 
earlier in this section, cost center coding 
is a way to standardize cost reporting 
across hospitals. Standard cost centers 
are preprinted through CMS-approved 
cost report software, and nonstandard 
cost centers are identified and updated 
periodically through analysis of 
frequently used labels. While we 
currently use available nonstandard cost 
center CCRs for cost estimation under 
the OPPS, creating standard lines for CT 
Scanning, MRI, and Cardiac 
Catheterization would do more to 
require hospitals to break out their costs 
and charges for services in these clinical 
areas, especially as we pursue clarifying 
our departmental apportionment 
regulations requiring reporting of 
distinct charge types in separate 
ancillary cost centers. We are 
specifically inviting public comment on 
the appropriateness of creating standard 
cost centers for CT Scanning, MRI, and 
Cardiac Catheterization, rather than 
continuing the established nonstandard 
cost centers for these services. 

The accuracy of capital cost allocation 
under Medicare allocation methods 
remains an issue when discussing the 
accuracy of CCRs for radiology and 
other capital-intensive services. We are 
supportive of industry-led educational 
initiatives to improve the quality of 

reporting capital costs on the cost report 
and, as we explained in the FY 2008 
IPPS final rule with comment period (72 
FR 47196), we are willing to work with 
the hospital industry to further such 
initiatives. 

In summary, for CY 2009, we are 
proposing to adopt or support several of 
RTI’s accounting recommendations that 
would improve the accuracy of cost 
report data, including educational 
initiatives on reporting capital costs, 
additional standard cost centers on the 
cost report for Drugs with High 
Overhead Costs and Drugs with Low 
Overhead Costs, adding fixed 
descriptions to the cost report software, 
and clarifying instructions requiring 
hospitals to report all standard cost 
centers if they offer services of the 
appropriate type. We are interested in 
significant public discussion of some of 
RTI’s short-term and long-term 
recommendations, including RTI’s 
suggested revisions to the revenue code- 
to-cost center crosswalk and 
recommended creation of standard cost 
centers for CT Scanning, MRI, and 
Cardiac Catheterization. We believe our 
CY 2009 proposals and certain short- 
term and long-term recommendations 
included in RTI’s July 2008 final report 
would further our pursuit of concrete 
steps for CY 2009 and future years to 
improve the overall accuracy of cost 
report accounting data and, therefore, 
hospital cost-based relative weights. 

2. Proposed Calculation of Median Costs 
In this section of this proposed rule, 

we discuss the use of claims to calculate 
the proposed OPPS payment rates for 
CY 2009. The hospital OPPS page on the 
CMS Web site on which this proposed 
rule is posted provides an accounting of 
claims used in the development of the 
proposed rates at: http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS. The accounting 
of claims used in the development of 
this proposed rule is included on the 
Web site under supplemental materials 
for the CY 2009 proposed rule. That 
accounting provides additional detail 
regarding the number of claims derived 
at each stage of the process. In addition, 
below we discuss the files of claims that 
comprise the data sets that are available 
for purchase under a CMS data user 
contract. Our CMS Web site, http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS, includes 
information about purchasing the 
following two OPPS data files: ‘‘OPPS 
Limited Data Set’’ and ‘‘OPPS 
Identifiable Data Set.’’ These files are 
available for the claims that were used 
to calculate the proposed payment rates 
for the CY 2009 OPPS. 
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We used the following methodology 
to establish the relative weights used in 
calculating the proposed OPPS payment 
rates for CY 2009 shown in Addenda A 
and B to this proposed rule. 

a. Claims Preparation 
We used the CY 2007 hospital 

outpatient claims processed before 
January 1, 2008, to set the proposed 
relative weights for CY 2009. To begin 
the calculation of the relative weights 
for CY 2009, we pulled all claims for 
outpatient services furnished in CY 
2007 from the national claims history 
file. This is not the population of claims 
paid under the OPPS, but all outpatient 
claims (including, for example, CAH 
claims and hospital claims for clinical 
laboratory services for persons who are 
neither inpatients nor outpatients of the 
hospital). 

We then excluded claims with 
condition codes 04, 20, 21, and 77. 
These are claims that providers 
submitted to Medicare knowing that no 
payment would be made. For example, 
providers submit claims with a 
condition code 21 to elicit an official 
denial notice from Medicare and 
document that a service is not covered. 
We then excluded claims for services 
furnished in Maryland, Guam, the U.S. 
Virgin Islands, American Samoa, and 
the Northern Mariana Islands because 
hospitals in those geographic areas are 
not paid under the OPPS. 

We divided the remaining claims into 
the three groups shown below. Groups 
2 and 3 comprise the 100 million claims 
that contain hospital bill types paid 
under the OPPS. 

1. Claims that were not bill types 12X, 
13X (hospital bill types), or 76X (CMHC 
bill types). Other bill types are not paid 
under the OPPS and, therefore, these 
claims were not used to set OPPS 
payment. In prior years, we also used 
claims of bill type 14X to set payment 
rates under the OPPS. However, bill 
type 14X ceased to be used to report any 
services for which payment is made 
under the OPPS effective April 1, 2006. 
Therefore, we did not use these claims 
in development of the proposed CY 
2009 OPPS rates. 

2. Claims that were bill types 12X or 
13X (hospital bill types). These claims 
are hospital outpatient claims. 

3. Claims that were bill type 76X 
(CMHC). (These claims are later 
combined with any claims in item 2 
above with a condition code 41 to set 
the per diem partial hospitalization rate 
determined through a separate process.) 

For the CCR calculation process, we 
used the same general approach as we 
used in developing the final APC rates 
for CY 2007 using the revised CCR 
calculation which excluded the costs of 

paramedical education programs and 
weighted the outpatient charges by the 
volume of outpatient services furnished 
by the hospital. We refer readers to the 
CY 2007 OPPS/ASC final rule with 
comment period for more information 
(71 FR 67983 through 67985). We first 
limited the population of cost reports to 
only those for hospitals that filed 
outpatient claims in CY 2007 before 
determining whether the CCRs for such 
hospitals were valid. 

We then calculated the CCRs for each 
cost center and the overall CCR for each 
hospital for which we had claims data. 
We did this using hospital-specific data 
from the Healthcare Cost Report 
Information System (HCRIS). We used 
the most recent available cost report 
data, in most cases, cost reports for CY 
2006. For this proposed rule, we used 
the most recently submitted cost reports 
to calculate the CCRs to be used to 
calculate median costs for the proposed 
CY 2009 OPPS rates. If the most recent 
available cost report was submitted but 
not settled, we looked at the last settled 
cost report to determine the ratio of 
submitted to settled cost using the 
overall CCR, and we then adjusted the 
most recent available submitted but not 
settled cost report using that ratio. We 
calculated both an overall CCR and cost 
center-specific CCRs for each hospital. 
We used the overall CCR calculation 
discussed in section II.A.1.c. of this 
proposed rule for all purposes that 
require use of an overall CCR. 

We then flagged CAH claims, which 
are not paid under the OPPS, and claims 
from hospitals with invalid CCRs. The 
latter included claims from hospitals 
without a CCR; those from hospitals 
paid an all-inclusive rate; those from 
hospitals with obviously erroneous 
CCRs (greater than 90 or less than 
.0001); and those from hospitals with 
overall CCRs that were identified as 
outliers (3 standard deviations from the 
geometric mean after removing error 
CCRs). In addition, we trimmed the 
CCRs at the cost center (that is, 
departmental) level by removing the 
CCRs for each cost center as outliers if 
they exceeded ± 3 standard deviations 
from the geometric mean. We used a 
four-tiered hierarchy of cost center CCRs 
to match a cost center to every possible 
revenue code appearing in the 
outpatient claims, with the top tier 
being the most common cost center and 
the last tier being the default CCR. If a 
hospital’s cost center CCR was deleted 
by trimming, we set the CCR for that 
cost center to ‘‘missing’’ so that another 
cost center CCR in the revenue center 
hierarchy could apply. If no other cost 
center CCR could apply to the revenue 
code on the claim, we used the 

hospital’s overall CCR for the revenue 
code in question. For example, if a visit 
was reported under the clinic revenue 
code, but the hospital did not have a 
clinic cost center, we mapped the 
hospital-specific overall CCR to the 
clinic revenue code. The hierarchy of 
CCRs is available for inspection and 
comment on the CMS Web site: http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS. We note that as 
discussed in section II.A.1.c.(1) of this 
proposed rule, we are proposing to 
remove cost center 3580 (Recreational 
Therapy) from the hierarchy of CCRs for 
revenue code 0904 (Activity Therapy). 

We then converted the charges to 
costs on each claim by applying the CCR 
that we believed was best suited to the 
revenue code indicated on the line with 
the charge. Table 2 of this proposed rule 
contains a list of the revenue codes we 
are proposing to package. Revenue 
codes not included in Table 2 are those 
not allowed under the OPPS because 
their services could not be paid under 
the OPPS (for example, inpatient room 
and board charges), and thus charges 
with those revenue codes were not 
packaged for creation of the OPPS 
median costs. One exception to this 
general methodology for converting 
charges to costs on each claim is the 
calculation of median blood costs, as 
discussed in section II.A.2.d.(2) of this 
proposed rule. 

Thus, we applied CCRs as described 
above to claims with bill type 12X or 
13X, excluding all claims from CAHs 
and hospitals in Maryland, Guam, the 
U.S. Virgin Islands, American Samoa, 
and the Northern Mariana Islands and 
claims from all hospitals for which 
CCRs were flagged as invalid. 

We identified claims with condition 
code 41 as partial hospitalization 
services of hospitals and moved them to 
another file. These claims were 
combined with the 76X claims 
identified previously to calculate the 
partial hospitalization per diem rate. 

We then excluded claims without a 
HCPCS code. We moved to another file 
claims that contained nothing but 
influenza and pneumococcal 
pneumonia (PPV) vaccines. Influenza 
and PPV vaccines are paid at reasonable 
cost and, therefore, these claims are not 
used to set OPPS rates. We note that the 
separate file containing partial 
hospitalization claims is included in the 
files that are available for purchase as 
discussed above. 

We next copied line-item costs for 
drugs, blood, and brachytherapy sources 
(the lines stay on the claim, but are 
copied onto another file) to a separate 
file. No claims were deleted when we 
copied these lines onto another file. 
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These line-items are used to calculate a 
per unit mean and median cost and a 
per day mean and median cost for 
drugs, radiopharmaceutical agents, 
blood and blood products, and 
brachytherapy sources, as well as other 
information used to set payment rates, 
such as a unit-to-day ratio for drugs. 

b. Splitting Claims and Creation of 
‘‘Pseudo’’ Single Claims 

We then split the remaining claims 
into five groups: single majors, multiple 
majors, single minors, multiple minors, 
and other claims. (Specific definitions 
of these groups follow below.) We are 
proposing to continue our current 
policy of defining major procedures as 
any procedure having a status indicator 
of ‘‘S,’’ ‘‘T,’’ ‘‘V,’’ or ‘‘X;’’ defining minor 
procedures as any code having a status 
indicator of ‘‘F,’’ ‘‘G,’’ ‘‘H,’’ ‘‘K,’’ ‘‘L,’’ 
‘‘R,’’ ‘‘U,’’ or ‘‘N,’’ and classifying 
‘‘other’’ procedures as any code having 
a status indicator other than one that we 
have classified as major or minor. For 
CY 2009, we are proposing that status 
indicator ‘‘R’’ would be assigned to 
blood and blood products; status 
indicator ‘‘U’’ would be assigned to 
brachytherapy sources; status indicator 
‘‘Q1’’ would be assigned to all ‘‘STVX- 
packaged codes;’’ status indicator ‘‘Q2’’ 
would be assigned to all ‘‘T-packaged 
codes;’’ and status indicator ‘‘Q3’’ 
would be assigned to all codes that may 
be paid through a composite APC based 
on composite-specific criteria or paid 
separately through single code APCs 
when the criteria are not met. The codes 
with proposed status indicators ‘‘Q1,’’ 
‘‘Q2,’’ and ‘‘Q3’’ were previously 
assigned status indicator ‘‘Q’’ for the CY 
2008 OPPS. As we discuss in section 
XIII.A.1. of this proposed rule, we are 
proposing to assign these new status 
indicators to facilitate identification of 
the different categories of codes. We are 
proposing to treat these codes in the 
same manner for data purposes for CY 
2009 as we treated them for CY 2008. 
Specifically, we are proposing to 
continue to evaluate whether the criteria 
for separate payment of codes with 
status indicator ‘‘Q1’’ or ‘‘Q2’’ are met 
in determining whether they are treated 
as major or minor codes. Codes with 
status indicator ‘‘Q1’’ or ‘‘Q2’’ are 
carried through the data either with 
status indicator ‘‘N’’ as packaged or, if 
they meet the criteria for separate 
payment, they are given the status 
indicator of the APC to which they are 
assigned and are considered as 
‘‘pseudo’’ single major codes. Codes 
assigned status indicator ‘‘Q3’’ are paid 
under individual APCs unless they 
occur in the combinations that qualify 
for payment as composite APCs and, 

therefore, they carry the status indicator 
of the individual APC to which they are 
assigned through the data process and 
are treated as major codes during both 
the split and ‘‘pseudo’’ single creation 
process. The calculation of the median 
costs for composite APCs from multiple 
major claims is discussed in section 
II.A.2.e. of this proposed rule. 

Specifically, we divided the 
remaining claims into the following five 
groups: 

1. Single Major Claims: Claims with a 
single separately payable procedure 
(that is, status indicator ‘‘S,’’ ‘‘T,’’ ‘‘V,’’ 
or ‘‘X,’’ which includes codes with 
status indicator ‘‘Q3’’); claims with one 
unit of a status indicator ‘‘Q1’’ code 
(‘‘STVX-packaged’’) where there was no 
code with status indicator ‘‘S,’’ ‘‘T,’’ 
‘‘V,’’ or ‘‘X’’ on the same claim on the 
same date; or claims with one unit of a 
status indicator ‘‘Q2’’ code (‘‘T- 
packaged’’) where there was no code 
with a status indicator ‘‘T’’ on the same 
claim on the same date. 

2. Multiple Major Claims: Claims with 
more than one separately payable 
procedure (that is, status indicator ‘‘S,’’ 
‘‘T,’’ ‘‘V,’’ or ‘‘X,’’ which includes codes 
with status indicator ‘‘Q3’’), or multiple 
units of one payable procedure. These 
claims include those codes with a status 
indicator ‘‘Q2’’ code (‘‘T-packaged’’) 
where there was no procedure with a 
status indicator ‘‘T’’ on the same claim 
on the same date of service but where 
there was another separately paid 
procedure on the same claim with the 
same date of service (that is, another 
code with status indicator ‘‘S,’’ ‘‘V,’’ or 
‘‘X’’). We also include in this set claims 
that contained one unit of one code 
when the bilateral modifier was 
appended to the code and the code was 
conditionally or independently 
bilateral. In these cases, the claims 
represented more than one unit of the 
service described by the code, 
notwithstanding that only one unit was 
billed. 

3. Single Minor Claims: Claims with a 
single HCPCS code that was assigned 
status indicator ‘‘F,’’ ‘‘G,’’ ‘‘H,’’ ‘‘K,’’ 
‘‘L,’’ ‘‘R,’’ ‘‘U,’’ or ‘‘N’’ and not status 
indicator ‘‘Q1’’ (‘‘STVX-packaged’’) or 
status indicator ‘‘Q2’’ (‘‘T-packaged’’) 
code. 

4. Multiple Minor Claims: Claims with 
multiple HCPCS codes that are assigned 
status indicator ‘‘F,’’ ‘‘G,’’ ‘‘H,’’ ‘‘K,’’ 
‘‘L,’’ ‘‘R,’’ ‘‘U,’’ or ‘‘N;’’ claims that 
contain more than one code with status 
indicator ‘‘Q1’’ (‘‘STVX-packaged’’) or 
more than one unit of a code with status 
indicator ‘‘Q1’’ but no codes with status 
indicator ‘‘S,’’ ‘‘T,’’ ‘‘V,’’ or ‘‘X’’ on the 
same date of service; or claims that 
contain more than one code with status 

indicator ‘‘Q2’’ (T-packaged), or ‘‘Q2’’ 
and ‘‘Q1,’’ or more than one unit of a 
code with status indicator ‘‘Q2’’ but no 
code with status indicator ‘‘T’’ on the 
same date of service. 

5. Non-OPPS Claims: Claims that 
contain no services payable under the 
OPPS (that is, all status indicators other 
than those listed for major or minor 
status). These claims were excluded 
from the files used for the OPPS. Non- 
OPPS claims have codes paid under 
other fee schedules, for example, 
durable medical equipment or clinical 
laboratory tests, and do not contain 
either a code for a separately paid OPPS 
service or a code for a packaged service. 
Non-OPPS claims include claims for 
‘‘sometimes’’ therapy HCPCS codes for 
wound care paid sometimes under the 
OPPS but billed, in these non-OPPS 
cases, with revenue codes indicating 
that the therapy services would be paid 
under the Medicare Physician Fee 
Schedule (MPFS). 

The claims listed in numbers 1, 2, 3, 
and 4 above are included in the data 
files that can be purchased as described 
above. Claims that contain codes to 
which we are proposing to assign status 
indicators ‘‘Q1’’ (‘‘STVX-packaged’’) 
and ‘‘Q2’’ (‘‘T-packaged’’) appear in the 
data for the single major file, the 
multiple major file, and the multiple 
minor file used in this proposed rule. 
Claims that contain codes to which we 
are proposing to assign status indicator 
‘‘Q3’’ (composite APC members) appear 
in both the data of the single and 
multiple major files used in this 
proposed rule, depending on the 
specific composite calculation. 

To develop ‘‘pseudo’’ single claims 
for this proposed rule, we examined 
both the multiple major claims and the 
multiple minor claims. We first 
examined the multiple major claims for 
dates of service to determine if we could 
break them into ‘‘pseudo’’ single 
procedure claims using the dates of 
service for all lines on the claim. If we 
could create claims with single major 
procedures by using dates of service, we 
created a single procedure claim record 
for each separately paid procedure on a 
different date of service (that is, a 
‘‘pseudo’’ single). 

We also used the bypass codes listed 
earlier in Table 1 and discussed in 
section II.A.1.b. of this proposed rule to 
remove separately payable procedures 
that we determined contained limited or 
no packaged costs or that were 
otherwise suitable for inclusion on the 
bypass list from a multiple procedure 
bill. When one of the two separately 
payable procedures on a multiple 
procedure claim was on the bypass list, 
we split the claim into two ‘‘pseudo’’ 
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single procedure claim records. The 
single procedure claim record that 
contained the bypass code did not retain 
packaged services. The single procedure 
claim record that contained the other 
separately payable procedure (but no 
bypass code) retained the packaged 
revenue code charges and the packaged 
HCPCS code charges. We also removed 
lines that contained multiple units of 
codes on the bypass list and treated 
them as ‘‘pseudo’’ single claims by 
dividing the cost for the multiple units 
by the number of units on the line. 
Where one unit of a single, separately 
paid procedure code remained on the 
claim after removal of the multiple units 
of the bypass code, we created a 
‘‘pseudo’’ single claim from that 
residual claim record, which retained 
the costs of packaged revenue codes and 
packaged HCPCS codes. This enabled us 
to use claims that would otherwise be 
multiple procedure claims and could 
not be used. 

However, where only one unit of one 
of an ‘‘overlap bypass code’’ appeared 
on a claim with only one unit of another 
separately paid code, we used the line- 
item cost of the ‘‘overlap bypass code’’ 
to create a ‘‘pseudo’’ single procedure 
claim for the ‘‘overlap bypass code’’ but 
did not use the remaining costs on the 
claim for the other separately paid 
procedure. We did not incorporate the 
changes to create ‘‘pseudo’’ single 
claims from the remaining information 
on these claims in the data development 
process for this proposed rule. We 
believe this simplifies our 
communication of the claims 
development process to the public by 
not adding unnecessary complexity. 
Furthermore, the limited increase of 
only 1 percent in the number of 
‘‘pseudo’’ single claims that would be 
created from the remaining data made it 
impractical to include the changes to 
the data development process that 
would be required, taking into 
consideration the complexity of making 
such changes. 

We also examined the multiple minor 
claims to determine whether we could 
create ‘‘pseudo’’ single procedure 
claims. Specifically, where the claim 
contained multiple codes with status 
indicator ‘‘Q1’’ (‘‘STVX-packaged’’) on 
the same date of service or contained 
multiple units of a single code with 
status indicator ‘‘Q1,’’ we selected the 
status indicator ‘‘Q1’’ HCPCS code that 
had the highest CY 2008 relative weight, 
moved the units to one on that HCPCS 
code, and packaged all costs for other 
codes with status indicator ‘‘Q1,’’ as 
well as all other packaged HCPCS code 
and packaged revenue code costs, into 
a total single cost for the claim to create 

a ‘‘pseudo’’ single claim for the selected 
code. We changed the status indicator 
for selected codes from the data status 
indicator of ‘‘N’’ to the status indicator 
of the APC to which the selected 
procedure was assigned for further data 
processing and considered this claim as 
a major procedure claim. We used this 
claim in the calculation of the APC 
median cost for the status indicator 
‘‘Q1’’ HCPCS code. 

Similarly, where a multiple minor 
claim contained multiple codes with 
status indicator ‘‘Q2’’ (‘‘T-packaged’’) or 
multiple units of a single code with 
status indicator ‘‘Q2,’’ we selected the 
status indicator ‘‘Q2’’ HCPCS code that 
had the highest CY 2008 relative weight, 
moved the units to one on that HCPCS 
code, and packaged all costs for other 
codes with status indicator ‘‘Q2,’’ as 
well as all other packaged HCPCS code 
and packaged revenue code costs into a 
total single cost for the claim to create 
a ‘‘pseudo’’ single claim for the selected 
code. We changed the status indicator 
for the selected code from a data status 
indicator of ‘‘N’’ to the status indicator 
of the APC to which the selected code 
was assigned, and we considered this 
claim as a major procedure claim. 

Lastly, where a multiple minor claim 
contained multiple codes with status 
indicator ‘‘Q2’’ (‘‘T-packaged’’) and 
status indicator ‘‘Q1’’ (‘‘STVX- 
packaged’’), we selected the status 
indicator ‘‘Q2’’ HCPCS code (‘‘T- 
packaged’’) that had the highest relative 
weight for CY 2008, moved the units to 
one on that HCPCS code, and packaged 
all costs for other codes with status 
indicator ‘‘Q2,’’ costs of all codes with 
status indicator ‘‘Q1’’ (‘‘STVX- 
packaged’’), other packaged HCPCS 
code and packaged revenue code costs 
into a total single cost for the claim to 
create a ‘‘pseudo’’ single claim for the 
selected (‘‘T-packaged’’) code. We favor 
status indicator ‘‘Q2’’ over ‘‘Q1’’ HCPCS 
codes because ‘‘Q2’’ HCPCS codes have 
higher CY 2008 relative weights. If a 
status indicator ‘‘Q1’’ HCPCS code had 
a higher CY 2008 relative weight, it 
would become the primary code for the 
simulated single bill process. We 
changed the status indicator for the 
selected status indicator ‘‘Q2’’ (‘‘T- 
packaged’’) code from a data status 
indicator of ‘‘N’’ to the status indicator 
of the APC to which the selected code 
was assigned and we considered this 
claim as a major procedure claim. 

After we assessed the conditional 
packaging of HCPCS codes with 
proposed status indicators ‘‘Q1’’ and 
‘‘Q2,’’ we then assessed the claims to 
determine if the proposed criteria for 
the multiple imaging composite APCs, 
discussed in section II.A.2.e.(5) of this 

proposed rule, were met. Where the 
criteria for the proposed imaging 
composite APCs were met, we created a 
‘‘single session’’ claim for the applicable 
imaging composite service and 
determined whether we could use the 
claim in ratesetting. For HCPCS codes 
that are both conditionally packaged 
and are proposed members of a multiple 
imaging composite APC, we first 
assessed whether the code would be 
packaged and if so, the code ceased to 
be available for further assessment as 
part of the composite APC. Because the 
code would not be a separately payable 
procedure, we considered it to be 
unavailable for use in setting the 
composite APC median cost. 

We excluded those claims that we 
were not able to convert to single claims 
even after applying all of the techniques 
for creation of ‘‘pseudo’’ singles to 
multiple majors and to multiple minors. 
As has been our practice in recent years, 
we also excluded claims that contained 
codes that were viewed as 
independently or conditionally bilateral 
and that contained the bilateral modifier 
(Modifier 50 (Bilateral procedure)) 
because the line-item cost for the code 
represented the cost of two units of the 
procedure, notwithstanding that the 
code appeared with a unit of one. 

c. Completion of Claim Records and 
Median Cost Calculations 

We then packaged the costs of 
packaged HCPCS codes (codes with 
status indicator ‘‘N’’ listed in 
Addendum B to this proposed rule and 
the costs of those lines for codes with 
status indicator ‘‘Q1’’ or ‘‘Q2’’ when 
they are not separately paid) and 
packaged revenue codes into the cost of 
the single major procedure remaining on 
the claim. 

The list of packaged revenue codes is 
shown in Table 2 below. As noted in the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66606), for the 
CY 2008 OPPS, we adopted an APC 
Panel recommendation that requires 
CMS to review the final list of packaged 
revenue codes for consistency with 
OPPS policy and ensure that future 
versions of the I/OCE edit accordingly. 
We compared the packaged revenue 
codes in the I/OCE to the final list of 
packaged revenue codes for the CY 2008 
OPPS (72 FR 66608 through 66609) that 
we used for packaging costs in median 
calculation. As a result of that analysis, 
we are proposing to use the packaged 
revenue codes for CY 2009 displayed in 
Table 2 below. 

We also excluded (1) claims that had 
zero costs after summing all costs on the 
claim and (2) claims containing 
packaging flag number 3. Effective for 
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services furnished on or after July 1, 
2004, the I/OCE assigned packaging flag 
number 3 to claims on which hospitals 
submitted token charges for a service 
with status indicator ‘‘S’’ or ‘‘T’’ (a 
major separately paid service under the 
OPPS) for which the fiscal intermediary 
was required to allocate the sum of 
charges for services with a status 
indicator equaling ‘‘S’’ or ‘‘T’’ based on 
the weight of the APC to which each 
code was assigned. We do not believe 
that these charges, which were token 
charges as submitted by the hospital, are 
valid reflections of hospital resources. 
Therefore, we deleted these claims. We 
also deleted claims for which the 
charges equaled the revenue center 
payment (that is, the Medicare payment) 
on the assumption that where the charge 
equaled the payment, to apply a CCR to 
the charge would not yield a valid 
estimate of relative provider cost. 

For the remaining claims, we then 
standardized 60 percent of the costs of 
the claim (which we have previously 
determined to be the labor-related 
portion) for geographic differences in 
labor input costs. We made this 
adjustment by determining the wage 
index that applied to the hospital that 
furnished the service and dividing the 
cost for the separately paid HCPCS code 
furnished by the hospital by that wage 
index. As has been our policy since the 
inception of the OPPS, we are proposing 
to use the pre-reclassified wage indices 
for standardization because we believe 

that they better reflect the true costs of 
items and services in the area in which 
the hospital is located than the post- 
reclassification wage indices and, 
therefore, would result in the most 
accurate unadjusted median costs. 

We also excluded claims that were 
outside 3 standard deviations from the 
geometric mean of units for each HCPCS 
code on the bypass list (because, as 
discussed above, we used claims that 
contain multiple units of the bypass 
codes). 

After removing claims for hospitals 
with error CCRs, claims without HCPCS 
codes, claims for immunizations not 
covered under the OPPS, and claims for 
services not paid under the OPPS, 
approximately 54 million claims were 
left for this proposed rule. Of these 54 
million claims, we were able to use 
some portion of approximately 52 
million whole claims (96 percent of 
approximately 54 million potentially 
usable claims) to create approximately 
90 million single and ‘‘pseudo’’ single 
claims, of which we used 89 million 
single bills (after trimming out 
approximately 627,000 claims as 
discussed below) in the CY 2009 
median development and ratesetting. 

We used the remaining claims to 
calculate the proposed CY 2009 median 
costs for each separately payable HCPCS 
code and each APC. The comparison of 
HCPCS and APC medians determines 
the applicability of the 2 times rule. 
Section 1833(t)(2) of the Act provides 

that, subject to certain exceptions, the 
items and services within an APC group 
cannot be considered comparable with 
respect to the use of resources if the 
highest median (or mean cost, if elected 
by the Secretary) for an item or service 
in the group is more than 2 times greater 
than the lowest median cost for an item 
or service within the same group (the 2 
times rule). Finally, we reviewed the 
medians and reassigned HCPCS codes to 
different APCs where we believed that 
it was appropriate. Section III. of this 
proposed rule includes a discussion of 
certain proposed HCPCS code 
assignment changes that resulted from 
examination of the medians and for 
other reasons. The APC medians were 
recalculated after we reassigned the 
affected HCPCS codes. Both the HCPCS 
medians and the APC medians were 
weighted to account for the inclusion of 
multiple units of the bypass codes in the 
creation of ‘‘pseudo’’ single bills. 

In some cases, APC median costs are 
calculated using variations of the 
process outlined above. Section II.A.2.d. 
of this proposed rule that follows 
addresses the calculation of single APC 
criteria-based median costs. Section 
II.A.2.e. of this proposed rule discusses 
the calculation of composite APC 
criteria-based median costs. 

Section X.B. of this proposed rule 
addresses the methodology for 
calculating the median cost for partial 
hospitalization services. 

TABLE 2.—PROPOSED CY 2009 PACKAGED REVENUE CODES 

Revenue 
code Description 

0250 ............................................... PHARMACY. 
0251 ............................................... GENERIC. 
0252 ............................................... NONGENERIC. 
0254 ............................................... PHARMACY INCIDENT TO OTHER DIAGNOSTIC. 
0255 ............................................... PHARMACY INCIDENT TO RADIOLOGY. 
0257 ............................................... NONPRESCRIPTION DRUGS. 
0258 ............................................... IV SOLUTIONS. 
0259 ............................................... OTHER PHARMACY. 
0260 ............................................... IV THERAPY, GENERAL CLASS. 
0262 ............................................... IV THERAPY/PHARMACY SERVICES. 
0263 ............................................... SUPPLY/DELIVERY. 
0264 ............................................... IV THERAPY/SUPPLIES. 
0269 ............................................... OTHER IV THERAPY. 
0270 ............................................... M&S SUPPLIES. 
0271 ............................................... NONSTERILE SUPPLIES. 
0272 ............................................... STERILE SUPPLIES. 
0273 ............................................... TAKE HOME SUPPLIES. 
0275 ............................................... PACEMAKER DRUG. 
0276 ............................................... INTRAOCULAR LENS SOURCE DRUG. 
0278 ............................................... OTHER IMPLANTS. 
0279 ............................................... OTHER M&S SUPPLIES. 
0280 ............................................... ONCOLOGY. 
0289 ............................................... OTHER ONCOLOGY. 
0343 ............................................... DIAGNOSTIC RADIOPHARMS. 
0344 ............................................... THERAPEUTIC RADIOPHARMS. 
0370 ............................................... ANESTHESIA. 
0371 ............................................... ANESTHESIA INCIDENT TO RADIOLOGY. 
0372 ............................................... ANESTHESIA INCIDENT TO OTHER DIAGNOSTIC. 
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TABLE 2.—PROPOSED CY 2009 PACKAGED REVENUE CODES—Continued 

Revenue 
code Description 

0379 ............................................... OTHER ANESTHESIA. 
0390 ............................................... BLOOD STORAGE AND PROCESSING. 
0399 ............................................... OTHER BLOOD STORAGE AND PROCESSING. 
0560 ............................................... MEDICAL SOCIAL SERVICES. 
0569 ............................................... OTHER MEDICAL SOCIAL SERVICES. 
0621 ............................................... SUPPLIES INCIDENT TO RADIOLOGY. 
0622 ............................................... SUPPLIES INCIDENT TO OTHER DIAGNOSTIC. 
0624 ............................................... INVESTIGATIONAL DEVICE (IDE). 
0630 ............................................... DRUGS REQUIRING SPECIFIC IDENTIFICATION, GENERAL CLASS. 
0631 ............................................... SINGLE SOURCE. 
0632 ............................................... MULTIPLE. 
0633 ............................................... RESTRICTIVE PRESCRIPTION. 
0681 ............................................... TRAUMA RESPONSE, LEVEL I. 
0682 ............................................... TRAUMA RESPONSE, LEVEL II. 
0683 ............................................... TRAUMA RESPONSE, LEVEL III. 
0684 ............................................... TRAUMA RESPONSE, LEVEL IV. 
0689 ............................................... TRAUMA RESPONSE, OTHER. 
0700 ............................................... CAST ROOM. 
0709 ............................................... OTHER CAST ROOM. 
0710 ............................................... RECOVERY ROOM. 
0719 ............................................... OTHER RECOVERY ROOM. 
0720 ............................................... LABOR ROOM. 
0721 ............................................... LABOR. 
0732 ............................................... TELEMETRY. 
0762 ............................................... OBSERVATION ROOM. 
0801 ............................................... HEMODIALYSIS. 
0802 ............................................... PERITONEAL DIALYSIS. 
0803 ............................................... CAPD. 
0804 ............................................... CCPD. 
0809 ............................................... OTHER INPATIENT DIALYSIS. 
0810 ............................................... ORGAN ACQUISITION. 
0819 ............................................... OTHER ORGAN ACQUISITION. 
0821 ............................................... HEMODIALYSIS COMP OR OTHER RATE. 
0824 ............................................... MAINTENANCE 100%. 
0825 ............................................... SUPPORT SERVICES. 
0829 ............................................... OTHER HEMO OUTPATIENT. 
0942 ............................................... EDUCATION/TRAINING. 

d. Proposed Calculation of Single 
Procedure APC Criteria-Based Median 
Costs 

(1) Device-Dependent APCs 

Device-dependent APCs are 
populated by HCPCS codes that usually, 
but not always, require that a device be 
implanted or used to perform the 
procedure. For a full history of how we 
have calculated payment rates for 
device-dependent APCs in previous 
years, and a detailed discussion of how 
we developed the standard device- 
dependent APC ratesetting 
methodology, we refer readers to the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66739 through 
66742). Overviews of the procedure-to- 
device edits and device-to-procedure 
edits used in ratesetting for device- 
dependent APCs are available in the CY 
2005 OPPS final rule with comment 
period (69 FR 65761 through 65763) and 
the CY 2007 OPPS/ASC final rule with 
comment period (71 FR 68070 through 
68071). 

For CY 2009, we are proposing to 
continue using our standard 
methodology for calculating median 
costs for device-dependent APCs, which 
utilizes claims data that generally 
represent the full cost of the required 
device. Specifically, we are proposing to 
calculate the medians for device- 
dependent APCs for CY 2009 using only 
the subset of single bills from CY 2007 
claims data that pass the procedure-to- 
device edits; do not contain token 
charges for devices; and do not contain 
the ‘‘FB’’ modifier signifying that the 
device was furnished without cost to the 
provider, supplier, or practitioner, or 
where a full credit was received. We 
continue to believe that this 
methodology gives us the most 
appropriate median costs for device- 
dependent APCs in which the hospital 
incurs the full cost of the device. 

While the median costs for the 
majority of device-dependent APCs 
show increases from CY 2008 based on 
the CY 2009 proposed rule claims data, 
the median costs for three APCs 
involving electrode/lead implantation 

decreased significantly compared to the 
CY 2008 final rule with comment period 
median costs. Specifically, APCs 0106 
(Insertion/Replacement of Pacemaker 
Leads and/or Electrodes), 0225 
(Implantation of Neurostimulator 
Electrodes, Cranial Nerve), and 0418 
(Insertion of Left Ventricular Pacing 
Electrode), demonstrate median 
decreases of 26 percent, 52 percent, and 
47 percent, respectively. We believe 
these decreases reflect hospitals’ 
correction of inaccurate and incomplete 
billing practices for these services due 
to the implementation of device-to- 
procedure edits beginning in CY 2007. 
As discussed in the CY 2007 OPPS/ASC 
final rule with comment period (71 FR 
68070 through 68071), in the course of 
examining claims data for calculation of 
the CY 2007 payment rates, we 
identified circumstances in which 
hospitals billed a device code but failed 
to bill any procedure code with which 
the device could be used correctly. For 
APCs 0106, 0225, and 0418 in 
particular, we saw that hospitals 
frequently billed a procedure code for 
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lead/electrode implantation with device 
HCPCS codes for a lead/electrode and 
the more expensive pulse generator, but 
failed to report a procedure code for 
generator implantation. These errors in 
billing led to the costs of the pulse 
generator being packaged incorrectly 
into the procedure codes for lead/ 
electrode implantation. Hospitals that 
coded and billed in this manner 
received no payment for the procedure 
to implant the pulse generator, but these 
erroneous claims caused the payment 
rate for the lead/electrode implantation 
APCs to be inappropriately high. To 
address this problem, we implemented 
edits to correct the coding for CY 2007, 
and the decreases to the median costs of 
APCs 0106, 0225, and 0418 for CY 2009 
are consistent with what we expect, 
based on what we understand to be the 
nature of the services and the costs of 
correctly coded devices. We also note an 
anticipated decrease in our frequency of 
single bills for the services assigned to 
APCs 0106, 0225, and 0418, most likely 
because the device-to-procedure edits 
led hospitals to include the pulse 
generator implantation HCPCS codes on 
the same claims, resulting in fewer 
single claims for the lead/electrode 
implantation procedures. 

APC 0625 (Level IV Vascular Access 
Procedures) as configured for CY 2008 
and calculated based on CY 2007 claims 
data also demonstrates a significant 

decrease in median cost (approximately 
59 percent) relative to CY 2008 (based 
on CY 2006 claims data). We believe 
this decrease is attributable to the 
implementation of procedure-to-device 
edits on January 1, 2007, for the only 
CPT code assigned to this APC, 
specifically CPT code 36566 (Insertion 
of tunneled centrally inserted central 
venous access device, requiring two 
catheters via two separate venous access 
sites; with subcutaneous port(s)). 
Because the procedure described by 
CPT code 36566 involves the insertion 
of a dialysis access system, our edits 
require that the HCPCS code for that 
device be present on the claim any time 
a hospital bills CPT code 36566. Prior to 
January 1, 2007, we believe that 
hospitals often reported CPT code 36566 
without also reporting the device 
HCPCS code for the dialysis access 
system, or incorrectly billed CPT code 
36566 for procedures that do not require 
the use of the device. Therefore, with 
the implementation of procedure-to- 
device edits, the volume of total CY 
2007 claims for CPT code 36566 
decreased as hospitals corrected their 
claims to report this service only under 
the appropriate circumstances, while 
the correctly coded claims reporting the 
required device (and available for CY 
2009 ratesetting) increased significantly 
from CY 2006 to CY 2007. We believe 
that the CY 2009 proposed rule median 

cost of $2,092 calculated for CPT code 
36566 from those claims is accurate and 
appropriately reflects correct hospital 
reporting of the procedure and the 
associated device. Furthermore, because 
of the decrease in the median cost for 
CPT code 36566, we are proposing for 
CY 2009 to reassign the code to APC 
0623 (Level III Vascular Access 
Procedures), which has a median cost of 
approximately $1,939. We also are 
proposing to delete APC 0625 because 
no other procedures would map to this 
APC once CPT code 36566 is reassigned. 

In addition, we note a decrease of 
approximately 19 percent for APC 0681 
(Knee Arthroplasty) relative to CY 2008, 
which we believe is attributable to a low 
volume of services being performed by 
a small number of providers. As we 
have stated in the past, some fluctuation 
in relative costs from year to year is to 
be expected in a prospective payment 
system for low volume device- 
dependent APCs such as APC 0681, for 
which the median cost increased 
approximately 37 percent from CY 2007 
to CY 2008. 

Table 3 lists the APCs for which we 
are proposing to use our standard 
device-dependent APC ratesetting 
methodology for CY 2009. We refer 
readers to Addendum A to this 
proposed rule for the proposed payment 
rates for these APCs. 

TABLE 3.—PROPOSED CY 2009 DEVICE-DEPENDENT APCS 

APC Status 
indicator APC title 

0039 ................................ S Level I Implantation of Neurostimulator. 
0040 ................................ S Percutaneous Implantation of Neurostimulator Electrodes, Excluding Cranial Nerve. 
0061 ................................ S Laminectomy, Laparoscopy, or Incision for Implantation of Neurostimulator Electrodes, Excluding 

Cranial Nerve. 
0082 ................................ T Coronary or Non Coronary Atherectomy. 
0083 ................................ T Coronary or Non Coronary Angioplasty and Percutaneous Valvuloplasty. 
0084 ................................ S Level I Electrophysiologic Procedures. 
0085 ................................ T Level II Electrophysiologic Procedures. 
0086 ................................ T Level III Electrophysiologic Procedures. 
0089 ................................ T Insertion/Replacement of Permanent Pacemaker and Electrodes. 
0090 ................................ T Insertion/Replacement of Pacemaker Pulse Generator. 
0104 ................................ T Transcatheter Placement of Intracoronary Stents. 
0106 ................................ T Insertion/Replacement of Pacemaker Leads and/or Electrodes. 
0107 ................................ T Insertion of Cardioverter-Defibrillator. 
0108 ................................ T Insertion/Replacement/Repair of Cardioverter-Defibrillator Leads. 
0115 ................................ T Cannula/Access Device Procedures. 
0202 ................................ T Level VII Female Reproductive Procedures. 
0222 ................................ S Level II Implantation of Neurostimulator. 
0225 ................................ S Implantation of Neurostimulator Electrodes, Cranial Nerve. 
0227 ................................ T Implantation of Drug Infusion Device. 
0229 ................................ T Transcatheter Placement of Intravascular Shunts. 
0259 ................................ T Level VII ENT Procedures. 
0293 ................................ T Level V Anterior Segment Eye Procedures. 
0315 ................................ S Level III Implantation of Neurostimulator. 
0384 ................................ T GI Procedures with Stents. 
0385 ................................ S Level I Prosthetic Urological Procedures. 
0386 ................................ S Level II Prosthetic Urological Procedures. 
0418 ................................ T Insertion of Left Ventricular Pacing Elect. 
0425 ................................ T Level II Arthroplasty with Prosthesis. 
0427 ................................ T Level II Tube or Catheter Changes or Repositioning. 
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TABLE 3.—PROPOSED CY 2009 DEVICE-DEPENDENT APCS—Continued 

APC Status 
indicator APC title 

0622 ................................ T Level II Vascular Access Procedures. 
0623 ................................ T Level III Vascular Access Procedures. 
0648 ................................ T Level IV Breast Surgery. 
0652 ................................ T Insertion of Intraperitoneal and Pleural Catheters. 
0653 ................................ T Vascular Reconstruction/Fistula Repair with Device. 
0654 ................................ T Insertion/Replacement of a permanent dual chamber pacemaker. 
0655 ................................ T Insertion/Replacement/Conversion of a permanent dual chamber pacemaker. 
0656 ................................ T Transcatheter Placement of Intracoronary Drug-Eluting Stents. 
0674 ................................ T Prostate Cryoablation. 
0680 ................................ S Insertion of Patient Activated Event Recorders. 
0681 ................................ T Knee Arthroplasty. 

(2) Blood and Blood Products 

Since the implementation of the OPPS 
in August 2000, separate payments have 
been made for blood and blood products 
through APCs rather than packaging 
them into payments for the procedures 
with which they are administered. 
Hospital payments for the costs of blood 
and blood products, as well as the costs 
of collecting, processing, and storing 
blood and blood products, are made 
through the OPPS payments for specific 
blood product APCs. 

For the CY 2009 OPPS, we are 
proposing to continue to establish 
payment rates for blood and blood 
products using our blood-specific CCR 
methodology, which utilizes actual or 
simulated CCRs from the most recently 
available hospital cost reports to convert 
hospital charges for blood and blood 
products to costs. This methodology has 
been our standard ratesetting 
methodology for blood and blood 
products since CY 2005. It was 
developed in response to data analysis 
indicating that there was a significant 
difference in CCRs for those hospitals 
with and without blood-specific cost 
centers, and past comments indicating 
that the former OPPS policy of 
defaulting to the overall hospital CCR 
for hospitals not reporting a blood- 
specific cost center often resulted in an 
underestimation of the true hospital 
costs for blood and blood products. 
Specifically, in order to address the 
difference in CCRs and to better reflect 
hospitals’ costs, we are proposing to 
continue to simulate blood CCRs for 
each hospital that does not report a 
blood cost center by calculating the ratio 
of the blood-specific CCRs to hospitals’ 
overall CCRs for those hospitals that do 
report costs and charges for blood cost 
centers. We would then apply this mean 
ratio to the overall CCRs of hospitals not 
reporting costs and charges for blood 
cost centers on their cost reports in 
order to simulate blood-specific CCRs 
for those hospitals. We calculated the 

proposed median costs upon which the 
proposed CY 2009 payment rates for 
blood and blood products are based 
using the actual blood-specific CCR for 
hospitals that reported costs and charges 
for a blood cost center and a hospital- 
specific simulated blood-specific CCR 
for hospitals that did not report costs 
and charges for a blood cost center. 

We continue to believe that the blood- 
specific CCR methodology better 
responds to the absence of a blood- 
specific CCR for a hospital than 
alternative methodologies, such as 
defaulting to the overall hospital CCR or 
applying an average blood-specific CCR 
across hospitals. Because this 
methodology takes into account the 
unique charging and cost accounting 
structure of each provider, we believe 
that it yields more accurate estimated 
costs for these products. We believe that 
continuing with this methodology in CY 
2009 would result in median costs for 
blood and blood products that 
accurately reflect the relative estimated 
costs of these products for hospitals 
without blood cost centers, and, 
therefore, for these products in general. 

As discussed in section XIII.A.1. of 
this proposed rule, we are also 
proposing to create status indicator ‘‘R’’ 
(Blood and Blood Products), to denote 
blood and blood products for 
publication and payment purposes in 
CY 2009. We believe that it is necessary 
to create a status indicator that is 
specific to blood and blood products to 
facilitate development of blood product 
median costs under the blood-specific 
CCR methodology and to facilitate 
implementation of the reduced 
payments that would be made to 
hospitals that fail to report the hospital 
outpatient quality data, as discussed in 
section XVI.D.2. of this proposed rule. 

We refer readers to Addendum B to 
this proposed rule for the CY 2009 
proposed payment rates for blood and 
blood products, which are identified 
with proposed status indicator ‘‘R.’’ For 
more detailed discussion of the blood- 

specific CCR methodology, we refer 
readers to the CY 2005 OPPS proposed 
rule (69 FR 50524 through 50525). For 
a full history of OPPS payment for blood 
and blood products, we refer readers to 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66807 through 
66810). 

(3) Single Allergy Tests 
We are proposing to continue with 

our methodology of differentiating 
single allergy tests (‘‘per test’’) from 
multiple allergy tests (‘‘per visit’’) by 
assigning these services to two different 
APCs to provide accurate payments for 
these tests in CY 2009. Multiple allergy 
tests are currently assigned to APC 0370 
(Allergy Tests), with a median cost 
calculated based on the standard OPPS 
methodology. We provided billing 
guidance in CY 2006 in Program 
Transmittal 804 (issued on January 3, 
2006) specifically clarifying that 
hospitals should report charges for the 
CPT codes that describe single allergy 
tests to reflect charges ‘‘per test’’ rather 
than ‘‘per visit’’ and should bill the 
appropriate number of units of these 
CPT codes to describe all of the tests 
provided. However, our CY 2007 claims 
data available for this CY 2009 proposed 
rule for APC 0381 do not reflect 
improved and more consistent hospital 
billing practices of ‘‘per test’’ for single 
allergy tests. The median cost of APC 
0381, calculated for this proposed rule 
according to the standard single claims 
OPPS methodology, is approximately 
$51, significantly higher than the CY 
2008 median cost of APC 0381 of 
approximately $17 calculated according 
to the ‘‘per unit’’ methodology, and 
greater than we would expect for these 
procedures that are to be reported ‘‘per 
test’’ with the appropriate number of 
units. Some claims for single allergy 
tests still appear to provide charges that 
represent a ‘‘per visit’’ charge, rather 
than a ‘‘per test’’ charge. 

Therefore, consistent with our 
payment policy for CYs 2006, 2007, and 
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2008, we are proposing to calculate a 
‘‘per unit’’ median cost for APC 0381, 
based upon 520 claims containing 
multiple units or multiple occurrences 
of a single CPT code. The CY 2009 
proposed median cost for APC 0381 
using the ‘‘per unit’’ methodology is 
approximately $25. For a full discussion 
of this methodology, we refer readers to 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66737). 

(4) Echocardiography Services 
For the CY 2009 OPPS, we are 

proposing to continue the packaging of 
payment for all contrast agents into the 
payment for the associated imaging 
procedure, as we did in CY 2008. For 
echocardiography services, we are 
proposing to estimate median costs 
using the same methodology that we 
used to set medians for these services 
for CY 2008. In CY 2008, we finalized 
a policy to package payment for all 
contrast agents into the payment for the 
associated imaging procedure regardless 
of whether the contrast agent met the 
OPPS drug packaging threshold. Section 
1833(t)(2)(G) of the Act requires us to 
create additional APC groups of services 
for procedures that use contrast agents 
that classify them separately from those 
procedures that do not utilize contrast 
agents. To reconcile this statutory 
provision with our final policy of 
packaging all contrast agents, for CY 
2008, we calculated HCPCS-specific 
median costs for all separately payable 
echocardiography procedures that may 
be performed with contrast agents by 
isolating single and ‘‘pseudo’’ single 
claims with the following CPT codes 
where a contrast agent was also billed 
on the claim: 93303 (Transthoracic 
echocardiography for congenital cardiac 
anomalies; complete), 93304 
(Transthoracic echocardiography for 
congenital cardiac anomalies; follow-up 
or limited study), 93307 
(Echocardiography, transthoracic, real- 
time with image documentation (2D) 
with or without M-mode recording; 
complete), 93308 (Echocardiography, 
transthoracic, real-time with image 
documentation (2D) with or without M- 
mode recording; follow-up or limited 
study), 93312 ( Echocardiography, 
transesophageal, real time with image 
documentation (2D) (with or without M- 
mode recording); including probe 
placement, image acquisition, 
interpretation and report), 93315 
(Transesophageal echocardiography for 
congenital cardiac anomalies; including 
probe placement, image acquisition, 
interpretation and report), 93318 
(Echocardiography, transesophageal 
(TEE) for monitoring purposes, 
including probe placement, real time 2- 

dimensional image acquisition and 
interpretation leading to ongoing 
(continuous) assessment of 
(dynamically changing) cardiac 
pumping function and to therapeutic 
measures on an immediate time basis), 
and 93350 (Echocardiography, 
transthoracic, real-time with image 
documentation (2D), with or without M- 
mode recording, during rest and 
cardiovascular stress test using 
treadmill, bicycle exercise and/or 
pharmacologically induced stress, with 
interpretation and report). As noted in 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66644), our 
analysis indicated that all 
echocardiography procedures that may 
be performed with contrast agents are 
reasonably similar both clinically and in 
terms of resource use, as evidenced by 
similar HCPCS median costs. 

Pursuant to the statute, for CY 2008, 
we created APC 0128 (Echocardiogram 
With Contrast) to provide payment for 
echocardiography procedures that are 
performed with a contrast agent. In 
addition, as discussed in the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66644 through 66646), in 
order for hospitals to identify separately 
and receive appropriate payment for 
echocardiography procedures performed 
with contrast beginning in CY 2008, we 
created eight new HCPCS codes (C8921 
through C8928) that corresponded to the 
related CPT echocardiography codes 
and assigned them to the newly created 
APC 0128. We instructed hospitals 
performing echocardiography 
procedures without contrast to continue 
to report the CPT codes and to report 
the new C-codes when performing 
echocardiography procedures with 
contrast or without contrast followed by 
with contrast. 

Claims data from CY 2008 are not yet 
available for ratesetting, so we do not 
yet have claims data specific to HCPCS 
codes C8921 through C8928 in order to 
determine the CY 2009 payment rate for 
APC 0128. Therefore, for CY 2009, we 
are proposing to again use the 
methodology that we used to set the CY 
2008 payment rate for APC 0128 (72 FR 
66645). That is, we isolate single and 
‘‘pseudo’’ single claims in our database 
that include those CPT codes in the 
range of 93303 through 93350 as 
described above that correspond to the 
contrast studies described by HCPCS 
codes C8921 through C8928. For claims 
where one of these echocardiography 
procedures was billed with a contrast 
agent, we packaged the cost of the 
contrast agent into the cost of the 
echocardiography procedure and then 
calculated a median cost for APC 0128 
using this subset of claims to determine 

the proposed median cost for APC 0128 
of approximately $563. As in CY 2008, 
the HCPCS code-specific median costs 
for echocardiography procedures 
performed with contrast are all similar, 
and we continue to believe these 
services share sufficient similarity to be 
assigned to the same APC. 

For CY 2009, we also recalculated the 
median cost for APCs 0269 (Level II 
Echocardiogram Without Contrast 
Except Transesophageal); 0270 
(Transesophageal Echocardiogram 
Without Contrast); and 0697 (Level I 
Echocardiogram Without Contrast 
Except Transesophageal), as we did in 
CY 2008 (72 FR 66645). We used claims 
for CPT codes 93303 through 93350 
after removing claims from the 
ratesetting process that included 
contrast agents because these claims 
were used to set the median cost for 
APC 0128. 

We continue to believe that these 
echocardiography APC medians 
accurately reflect hospital costs when 
performing echocardiography 
procedures, both with and without 
contrast. In addition, we believe that 
this coding and payment methodology 
allows us to both adhere to the statutory 
requirement to create additional groups 
of services for procedures that use 
contrast agents and to continue 
packaged payment for contrast agents. 

(5) Nuclear Medicine Services 
In CY 2008, we began packaging 

payment for diagnostic 
radiopharmaceuticals into the payment 
for the associated nuclear medicine 
procedure. (For a discussion regarding 
the distinction between diagnostic and 
therapeutic radiopharmaceuticals, we 
refer readers to the CY 2008 OPPS/ASC 
final rule at 72 FR 66636). Prior to the 
implementation of this policy, 
diagnostic radiopharmaceuticals were 
subject to the standard OPPS drug 
packaging methodology whereby 
payments are packaged when the 
estimated mean per day product costs 
fall at or below the annual packaging 
threshold for drugs, biologicals, and 
radiopharmaceuticals. 

Packaging costs into a single aggregate 
payment for a service, encounter, or 
episode of care is a fundamental 
principle that distinguishes a 
prospective payment system from a fee 
schedule. In general, packaging the costs 
of supportive items and services into the 
payment for the independent procedure 
or service with which they are 
associated encourages hospital 
efficiencies and also enables hospitals to 
manage their resources with maximum 
flexibility. All nuclear medicine 
procedures require the use of at least 
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one radiopharmaceutical or other 
radiolabeled product, and there are only 
a small number of radiopharmaceuticals 
that may be appropriately billed with 
each diagnostic nuclear medicine 
procedure. For the OPPS, we 
distinguish diagnostic 
radiopharmaceuticals from therapeutic 
radiopharmaceuticals for payment 
purposes, and this distinction is 
recognized in the Level II HCPCS codes 
for diagnostic radiopharmaceuticals that 
include the term ‘‘diagnostic’’ along 
with a radiopharmaceutical in their 
HCPCS code descriptors. As we stated 
in the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66635), we 
believe that our policy to package 
payment for diagnostic 
radiopharmaceuticals (other than those 
already packaged when their per day 
costs are below the packaging threshold 
for OPPS drugs, biologicals, and 
radiopharmaceuticals) is consistent with 
OPPS packaging principles, provides 
greater administrative simplicity for 
hospitals, and encourages hospitals to 
use the most clinically appropriate and 
cost efficient diagnostic 
radiopharmaceutical for each study. For 
more background on this policy, we 
refer readers to discussions in the CY 
2008 OPPS/ASC proposed rule (72 FR 
42667 through 42672) and the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66635 through 66641). 

We continue to believe that it is most 
appropriate to package payment for 
some radiopharmaceuticals, specifically 
diagnostic radiopharmaceuticals, into 
the payment for diagnostic nuclear 
medicine procedures, and we are 
proposing to continue to package 
payment for diagnostic 
radiopharmaceuticals into the payment 
for the associated nuclear medicine 

procedure for CY 2009 as described in 
section V.B.2.b. of this proposed rule. 

During the March 2008 APC Panel 
meeting, the APC Panel recommended 
that CMS continue to package payment 
for diagnostic radiopharmaceuticals for 
CY 2009. In addition, the APC Panel 
recommended that CMS present data at 
the first CY 2009 APC Panel meeting on 
usage and frequency, geographic 
distribution, and size and type of 
hospitals performing nuclear medicine 
studies using radioisotopes in order to 
ensure that access to diagnostic 
radiopharmaceuticals is preserved for 
Medicare beneficiaries. We are 
accepting both of these 
recommendations. 

For CY 2008 ratesetting, we used only 
claims for nuclear medicine procedures 
that contained a diagnostic 
radiopharmaceutical in calculating the 
median costs for APCs including 
nuclear medicine procedures (72 FR 
66639). This is similar to the established 
methodology used for device-dependent 
APCs before claims reflecting the 
procedure-to-device edits were included 
in our claims data. For CY 2008 we also 
implemented claims processing edits 
(called procedure-to- 
radiopharmaceutical edits) requiring the 
presence of a radiopharmaceutical (or 
other radiolabeled product) HCPCS code 
when a separately payable nuclear 
medicine procedure is present on a 
claim. Similar to our practice regarding 
the procedure-to-device edits that have 
been in place for some time, we 
continually review comments and 
requests for changes related to these 
edits and, based on our review, may 
update the edit list during our quarterly 
update process if necessary. The 
radiopharmaceutical (and other 
radiolabeled product) and procedure 

HCPCS codes that are included in these 
edits can be viewed on the OPPS Web 
site at: http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
01_overview.asp. 

The CY 2008 OPPS claims that are 
subject to the procedure-to- 
radiopharmaceutical edits will not be 
available for setting payment rates until 
CY 2010 and, therefore, are not yet 
available to set payment rates for CY 
2009. Therefore, we are proposing to 
continue our established CY 2008 
methodology for setting the payment 
rates for APCs that include nuclear 
medicine procedures for CY 2009. We 
used an updated list of radiolabeled 
products from the procedure-to- 
radiopharmaceutical edit file to identify 
single and ‘‘pseudo’’ single claims for 
nuclear medicine procedures that also 
included at least one eligible 
radiolabeled product. Using this subset 
of claims, we followed our standard 
OPPS ratesetting methodology, 
discussed in section II.A. of this 
proposed rule, to calculate median costs 
for nuclear medicine procedures and 
their associated APCs. 

We have identified those APCs 
containing nuclear medicine procedures 
that would be subject to this 
methodology under our CY 2009 
proposal in Table 4 below. As in CY 
2008, when we set APC median costs 
based on single and ‘‘pseudo’’ single 
claims that also included at least one 
radiolabeled product on our edit file, we 
observed an equivalent or higher 
median cost than that calculated from 
all single and ‘‘pseudo’’ single bills. We 
believe that this methodology 
appropriately ensures that the costs of 
diagnostic radiopharmaceuticals are 
included in the ratesetting process for 
these APCs. 

TABLE 4.—PROPOSED APCS WHERE NUCLEAR MEDICINE PROCEDURES ARE ASSIGNED WITH MEDIAN COSTS 
CALCULATED FROM CLAIMS WITH AN ASSOCIATED RADIOLABELED PRODUCT 

APC APC title 

0307 ..................................... Myocardial Positron Emission Tomography (PET) imaging. 
0308 ..................................... Non-Myocardial Positron Emission Tomography (PET) imaging. 
0377 ..................................... Level II Cardiac Imaging. 
0378 ..................................... Level II Pulmonary Imaging. 
0389 ..................................... Level I Non-Imaging Nuclear Medicine. 
0390 ..................................... Level I Endocrine Imaging. 
0391 ..................................... Level II Endocrine Imaging. 
0392 ..................................... Level II Non-imaging Nuclear Medicine. 
0393 ..................................... Hematologic Processing & Studies. 
0394 ..................................... Hepatobiliary Imaging. 
0395 ..................................... GI Tract Imaging. 
0396 ..................................... Bone Imaging. 
0397 ..................................... Vascular Imaging. 
0398 ..................................... Level I Cardiac Imaging. 
0400 ..................................... Hematopoietic Imaging. 
0401 ..................................... Level I Pulmonary Imaging. 
0402 ..................................... Level II Nervous System Imaging. 
0403 ..................................... Level I Nervous System Imaging. 
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TABLE 4.—PROPOSED APCS WHERE NUCLEAR MEDICINE PROCEDURES ARE ASSIGNED WITH MEDIAN COSTS 
CALCULATED FROM CLAIMS WITH AN ASSOCIATED RADIOLABELED PRODUCT—Continued 

APC APC title 

0404 ..................................... Renal and Genitourinary Studies. 
0406 ..................................... Level I Tumor/Infection Imaging. 
0408 ..................................... Level III Tumor/Infection Imaging. 
0414 ..................................... Level II Tumor/Infection Imaging. 

(6) Hyperbaric Oxygen Therapy 

Since the implementation of OPPS in 
August 2000, the OPPS has recognized 
HCPCS code C1300 (Hyperbaric oxygen 
under pressure, full body chamber, per 
30 minute interval) for hyperbaric 
oxygen therapy (HBOT) provided in the 
hospital outpatient setting. In the CY 
2005 final rule with comment period (69 
FR 65758 through 65759), we finalized 
a ‘‘per unit’’ median cost calculation for 
APC 0659 (Hyperbaric Oxygen) using 
only claims with multiple units or 
multiple occurrences of HCPCS code 
C1300 because delivery of a typical 
HBOT service requires more than 30 
minutes. We observed that claims with 
only a single occurrence of the code 
were anomalies, either because they 
reflected terminated sessions or because 
they were incorrectly coded with a 
single unit. In the same rule, we also 
established that HBOT would not 
generally be furnished with additional 
services that might be packaged under 
the standard OPPS APC median cost 
methodology. This enabled us to use 
claims with multiple units or multiple 
occurrences. Finally, we also used each 
hospital’s overall CCR to estimate costs 
for HCPCS code C1300 from billed 
charges rather than the CCR for the 
respiratory therapy or other 
departmental cost centers. Comments on 
the CY 2005 proposed rule effectively 
demonstrated that hospitals report the 
costs and charges for HBOT in a wide 
variety of cost centers. Since CY 2005, 
we have used this methodology to 
estimate the median cost for HBOT. The 
median costs of HBOT using this 
methodology have been relatively stable 
for the last 5 years. For CY 2009, we are 
proposing to continue using the same 
methodology to estimate a ‘‘per unit’’ 
median cost for HCPCS code C1300 of 
approximately $103 using 71,866 claims 
with multiple units or multiple 
occurrences for this proposed rule. 

(7) Payment for Ancillary Outpatient 
Services When Patient Expires (–CA 
Modifier) 

In the November 1, 2002 final rule 
with comment period (67 FR 66798), we 
discussed the creation of the new 
HCPCS–CA modifier to address 

situations where a procedure on the 
OPPS inpatient list must be performed 
to resuscitate or stabilize a patient 
(whose status is that of an outpatient) 
with an emergent, life-threatening 
condition, and the patient dies before 
being admitted as an inpatient. In 
Program Transmittal A–02–129, issued 
on January 3, 2003, we instructed 
hospitals on the use of this modifier. For 
a complete description of the history of 
the policy and development of the 
payment methodology for these 
services, we refer readers to the CY 2007 
OPPS/ASC final rule with comment 
period (71 FR 68157 through 68158). 

For CY 2009, we are proposing to 
continue to use our established 
ratesetting methodology for calculating 
the median cost of APC 0375 (Ancillary 
Outpatient Services When Patient 
Expires), and we are proposing to 
continue to make one payment under 
APC 0375 for the services that meet the 
specific conditions for using modifier 
–CA. We would calculate the relative 
payment weight for APC 0375 by using 
all claims reporting a status indicator 
‘‘C’’ procedure appended with the –CA 
modifier, using estimated costs from 
claims data for line-items with a HCPCS 
code assigned status indicator ‘‘G,’’ ‘‘H,’’ 
‘‘K,’’ ‘‘N,’’ ‘‘Q1,’’ ‘‘Q2,’’ ‘‘Q3,’’ ‘‘R,’’ ‘‘S,’’ 
‘‘T,’’ ‘‘U,’’ ‘‘V,’’ and ‘‘X’’ and charges for 
packaged revenue codes without a 
HCPCS code. We continue to believe 
that this methodology results in the 
most appropriate aggregate median cost 
for the ancillary services provided in 
these unusual clinical situations. 

Also, we believe that hospitals are 
reporting the –CA modifier according to 
the policy initially established in CY 
2003. The claims frequency for APC 
0375 has been relatively stable over the 
past few years. Although the proposed 
median cost for APC 0375 is slightly 
lower for CY 2009 than for CY 2008, 
generally it has increased significantly 
in recent years. Variation in the median 
cost for APC 0375 is expected because 
of the small number of claims and 
because the specific cases are grouped 
by the presence of the –CA modifier 
appended to an inpatient procedure and 
not according to the standard APC 
criteria of clinical and resource 
homogeneity. Cost variation for APC 

0375 from year to year is anticipated 
and acceptable so long as hospitals 
continue judicious reporting of the –CA 
modifier. 

Table 5 shows the number of claims 
and the median cost for APC 0375 from 
CY 2006 to CY 2008. For CY 2009, we 
are proposing a median cost for APC 
0375 of approximately $4,762. 

TABLE 5.—CLAIMS FOR ANCILLARY 
OUTPATIENT SERVICES WHEN PA-
TIENT EXPIRES (–CA MODIFIER) FOR 
CYS 2006 THROUGH 2008 

Prospective payment year 
Num-
ber of 
claims 

Median 
cost 
($) 

CY 2006 ............................ 370 2,717 
CY 2007 ............................ 260 3,549 
CY 2008 ............................ 183 4,945 

e. Proposed Calculation of Composite 
APC Criteria-Based Median Costs 

As discussed in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66613), we believe it is important 
that the OPPS enhance incentives for 
hospitals to provide only necessary, 
high quality care and to provide that 
care as efficiently as possible. For CY 
2008, we developed composite APCs to 
provide a single payment for groups of 
services that are typically performed 
together during a single clinical 
encounter and that result in the 
provision of a complete service. 
Bundling payment for multiple 
independent services into a single OPPS 
payment in this way enables hospitals 
to manage their resources with 
maximum flexibility by monitoring and 
adjusting the volume and efficiency of 
services themselves. An additional 
advantage to the composite APC model 
is that we can use data from correctly 
coded multiple procedure claims to 
calculate payment rates for the specified 
combinations of services, rather than 
relying upon single procedure claims 
which typically are low in volume and/ 
or incorrectly coded. We refer readers to 
section II.A.4. of the CY 2008 OPPS/ 
ASC final rule with comment period for 
a full discussion of the development of 
the composite APC methodology (72 FR 
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66611 through 66614 and 66650 through 
66652). 

We continue to consider the 
development and implementation of 
larger payment bundles, such as 
composite APCs, a long-term policy 
objective for the OPPS and continue to 
explore other areas where this payment 
model may be utilized. In developing 
this proposed rule, we followed the 
same methodology for identifying 
possible composite APCs as we did for 
CY 2008. Specifically, we examined the 
multiple procedure claims that we 
could not convert to single procedure 
claims to identify common 
combinations of services for which we 
have relatively few single procedure 
claims. We then performed a clinical 
assessment of the combinations that we 
identified to determine whether our 
findings were consistent with our 
understanding of the services furnished. 
In addition, consistent with our stated 
intention to involve the APC Panel in 
our future exploration of how we can 
develop encounter-based and episode- 
based payment groups (72 FR 66614), 
we also specifically explored a possible 
composite APC for radioimmunotherapy 
in response to a recommendation of the 
APC Panel from its September 2007 
meeting. 

After performing claims analysis and 
clinical assessments as described above, 
and taking into consideration the 
recommendation of the APC Panel from 
its March 2008 meeting that we 
continue pursing a radioimmunotherapy 
composite APC, we are not proposing a 
composite APC payment for 
radioimmunotherapy for CY 2009, as 
discussed further in section V.B.4. of 
this proposed rule. However, we are 
proposing to expand the composite APC 
model to one new clinical area for CY 
2009, multiple imaging services, as 
described in detail in section II.A.2.e.(5) 
of this proposed rule. We also are 
proposing to continue our established 
composite APC policies for extended 
assessment and management, low dose 
rate (LDR) prostate brachytherapy, 
cardiac electrophysiologic evaluation 
and ablation, and mental health services 
for CY 2009, as discussed in sections 
II.A.2.e.(1), II.A.2.e.(2), II.A.2.e.(3), and 
II.A.2.e.(4), respectively, of this 
proposed rule. 

(1) Extended Assessment and 
Management Composite APCs (APCs 
8002 and 8003) 

For the CY 2009 OPPS we are 
proposing to continue to include 
composite APC 8002 (Level I Extended 
Assessment and Management 
Composite) and composite APC 8003 
(Level II Extended Assessment and 

Management Composite) in the OPPS. 
In addition, we are proposing to include 
HCPCS code G0384 (Level 5 hospital 
emergency department visit provided in 
a type B emergency department) in the 
criteria that determine eligibility for 
payment for composite APC 8003. For 
CY 2008, we created these two new 
composite APCs to provide payment to 
hospitals in certain circumstances when 
extended assessment and management 
of a patient occur (an extended visit). In 
most circumstances, observation 
services are supportive and ancillary to 
the other services provided to a patient. 
In the circumstances when observation 
care is provided in conjunction with a 
high level visit or direct admission and 
is an integral part of a patient’s 
extended encounter of care, payment is 
made for the entire care encounter 
through one of two composite APCs as 
appropriate. 

As defined for the CY 2008 OPPS, 
composite APC 8002 describes an 
encounter for care provided to a patient 
that includes a high level (Level 5) 
clinic visit or direct admission to 
observation in conjunction with 
observation services of substantial 
duration (72 FR 66648 through 66649). 
Composite APC 8003 describes an 
encounter for care provided to a patient 
that includes a high level (Level 4 or 5) 
emergency department visit or critical 
care services in conjunction with 
observation services of substantial 
duration. HCPCS code G0378 
(Observation services, per hour) is 
assigned status indicator ‘‘N,’’ signifying 
that its payment is always packaged. As 
noted in the CY 2008 OPPS/ASC final 
rule with comment period (72 FR 66648 
through 66649), the I/OCE evaluates 
every claim received to determine if 
payment through a composite APC is 
appropriate. If payment through a 
composite APC is inappropriate, the I/ 
OCE, in conjunction with the PRICER, 
determines the appropriate status 
indicator, APC, and payment for every 
code on a claim. The specific criteria 
that must be met for the two extended 
assessment and management composite 
APCs to be paid are provided below in 
the description of the claims that were 
selected for the calculation of the 
proposed CY 2009 median costs for 
these composite APCs. The general 
composite APC logic and observation 
care reporting criteria have also been 
included in updates to the Claims 
Processing and Benefit Policy Manuals 
through Change Request 5916 (Program 
Transmittals 82 and 1145), dated 
February 8, 2008, and we are not 
proposing to change these criteria for 
the CY 2009 OPPS. 

When we created composite APCs 
8002 and 8003 for CY 2008, we retained 
as general reporting requirements for all 
observation services those criteria 
related to physician order and 
evaluation; documentation; and 
observation beginning and ending time 
as listed in section XI. of the CY 2008 
final rule with comment period (72 FR 
66812). We are not proposing to change 
these reporting requirements for the CY 
2009 OPPS. These are more general 
requirements that encourage hospitals to 
provide medically reasonable and 
necessary care and help to ensure the 
proper reporting of observation services 
on correctly coded hospital claims that 
reflect the full charges associated with 
all hospital resources utilized to provide 
the reported services. 

As noted in detail in sections IX.C 
and XI. of the CY 2008 OPPS/ASC final 
rule with comment period (72 FR 66802 
through 66805 and 66814), we saw a 
normal and stable distribution of clinic 
and emergency department visit levels. 
We do not expect to see an increase in 
the proportion of visit claims for high 
level visits as a result of the new 
composite APCs adopted for CY 2008 
and proposed for CY 2009. Similarly, 
we expect that hospitals will not 
purposely change their visit guidelines 
or otherwise upcode clinic and 
emergency department visits reported 
with observation care solely for the 
purpose of composite payment. As 
stated in the CY 2008 OPPS/ASC final 
rule with comment period (72 FR 
66648), we expect to carefully monitor 
any changes in billing practices on a 
service-specific and hospital-specific 
level to determine whether there is 
reason to request that Quality 
Improvement Organizations (QIOs) 
review the quality of care furnished, or 
to request that Benefit Integrity 
contractors or other contractors review 
the claims against the medical record. 
However, we will not have claims 
available for analysis that reflect the 
new CY 2008 payment policy for the 
extended assessment and management 
composite APCs until the CY 2010 
annual OPPS rulemaking cycle. 

At the March 2008 meeting of the 
APC Panel, we discussed with the Visits 
and Observation Subcommittee, as well 
as with the full APC Panel, the extended 
assessment and management composite 
APCs and observation-related data 
previously requested by the APC Panel 
at its September 2007 meeting. At its 
March 2008 meeting, the APC Panel 
recommended that CMS provide them 
with additional data related to the 
frequency and median cost for the 
extended assessment and management 
composite APCs and length-of-stay 
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frequency distribution data for 
observation services, with additional 
detail at the 24–48 hour and greater than 
48 hour levels. We are accepting those 
recommendations and will provide 
additional data as requested at the next 
APC Panel meeting in 2008. In addition, 
the APC Panel recommended 
continuation of the Visits and 
Observation Subcommittee’s work. We 
also are accepting that recommendation. 

For CY 2009, we are proposing to 
continue the extended assessment and 
management composite APC payment 
methodology for APCs 8002 and 8003. 
As stated above, we are also proposing 
to continue the general reporting 
requirements for observation services 
reported with HCPCS code G0378. We 
continue to believe that the composite 
APCs 8002 and 8003 and the related 
policies provide the most appropriate 
means of paying for these services. We 
are proposing to calculate the median 
costs for APCs 8002 and 8003 using all 
single and ‘‘pseudo single’’ procedure 
claims for CY 2007 that meet the criteria 
for payment of each composite APC. 

Specifically, to calculate the proposed 
median costs for composite APCs 8002 
and 8003, we selected single and 
‘‘pseudo’’ single claims that met each of 
the following criteria: 

1. Did not contain a HCPCS code to 
which we have assigned status indicator 
‘‘T’’ with a date of service 1 day earlier 
than the date of service associated with 
HCPCS code G0378. (By selecting these 
claims from single and ‘‘pseudo’’ single 
claims, we had already assured that they 
would not contain a code for a service 
with status indicator ‘‘T’’ on the same 
date of service.); 

2. Contained 8 or more units of 
HCPCS code G0378; and 

3. Contained one of the following 
codes: 

• In the case of composite APC 8002, 
HCPCS code G0379 (Direct admission of 
patient for hospital observation care) on 
the same date of service as G0378; or 
CPT code 99205 (Office or other 
outpatient visit for the evaluation and 
management of a new patient (Level 5)); 
or CPT code 99215 (Office or other 
outpatient visit for the evaluation and 
management of an established patient 
(Level 5)) provided on the same date of 
service or one day before the date of 
service for HCPCS code G0378. 

• In the case of composite APC 8003, 
CPT code 99284 (Emergency department 
visit for the evaluation and management 
of a patient (Level 4)); CPT code 99285 
(Emergency department visit for the 
evaluation and management of a patient 
(Level 5)); CPT code 99291 (Critical 
care, evaluation and management of the 
critically ill or critically injured patient; 

first 30–74 minutes); or HCPCS code 
G0384 provided on the same date of 
service or one day before the date of 
service for HCPCS code G0378. (As 
discussed in detail below, we are 
proposing to add HCPCS code G0384 to 
the eligibility criteria for composite APC 
8003 for CY 2009.) 

We applied the standard packaging 
and trimming rules to the claims before 
calculating the proposed median costs. 
The proposed CY 2009 median cost 
resulting from this process for 
composite APC 8002 is $364, which was 
calculated from 14,968 single and 
‘‘pseudo’’ single bills that met the 
required criteria. The proposed median 
cost for composite APC 8003 is $670, 
which was calculated from 83,491 
single and ‘‘pseudo’’ single bills that 
met the required criteria. This is the 
same methodology we used to calculate 
the medians for composite APCs 8002 
and 8003 for the CY 2008 OPPS (72 FR 
66649). 

As discussed in more detail in section 
IX.B. of this proposed rule, we are 
proposing to reassign HCPCS code 
G0384 from APC 0608 (Level 5 Hospital 
Clinic Visits) to APC 0616 (Level 5 
Emergency Visits). Consistent with this 
change for CY 2009, we are also 
proposing to add HCPCS code G0384 to 
the eligibility criteria for payment of 
composite APC 8003. Because these 
visits are rare, we would not expect that 
adding HCPCS code G0384 to the 
eligibility criteria for payment for 
extended assessment and management 
composite APC 8003 would 
significantly increase the relative 
frequency of the Type B emergency 
department Level 5 visits reported using 
HCPCS code G0384. 

As discussed further in sections III.D 
and IX. of this proposed rule and 
consistent with our CY 2008 final 
policy, when calculating the median 
costs for the clinic, Type A emergency 
department visit, Type B emergency 
department visit, and critical care APCs 
(0604 through 0617 and 0626 through 
0629), we would utilize our 
methodology that excludes those claims 
for visits that are eligible for payment 
through the two extended assessment 
and management composite APCs, that 
is APC 8002 or APC 8003. We believe 
that this approach would result in the 
most accurate cost estimates for APCs 
0604 through 0617 and 0626 through 
0629 for CY 2009. 

Also as discussed in section XIII.A.1. 
of this proposed rule, for CY 2009, we 
are proposing to replace current status 
indicator ‘‘Q’’ with three new separate 
status indicators: ‘‘Q1,’’ ‘‘Q2,’’ and 
‘‘Q3.’’ We believe that this proposed 
change would make our policy more 

transparent to hospitals and would 
facilitate the use of status indicator- 
driven logic in our ratesetting 
calculations, and in hospital billing and 
accounting systems. Under this 
proposal, status indicator ‘‘Q3’’ would 
be assigned to all codes that may be 
paid through a composite APC based on 
composite-specific criteria or separately 
through single code APCs when the 
criteria are not met. Therefore, we are 
proposing that each of the direct 
admission, clinic, and emergency 
department visit codes that may be paid 
through composite APCs 8002 and 8003 
be assigned status indicator ‘‘Q3’’ for CY 
2009. We are proposing that HCPCS 
code G0378 would continue to be 
always packaged by assigning the 
HCPCS code status indicator ‘‘N,’’ its 
current status indicator under the CY 
2008 OPPS. 

We are also proposing that the 
payment policy for separate payment of 
HCPCS code G0379 that was finalized 
for the CY 2008 OPPS (72 FR 66814 
through 66815) would continue to apply 
for CY 2009 when the criteria for 
payment of this service through 
composite APC 8002 are not met. The 
criteria for payment of HCPCS code 
G0379 under either composite APC 
8002, as part of the extended assessment 
and management composite service or 
APC 0604, as a separately payable 
individual service are: (1) both HCPCS 
codes G0378 and G0379 are reported 
with the same date of service; and (2) no 
service with a status indicator of ‘‘T’’ or 
‘‘V’’ or Critical Care (APC 0617) is 
provided on the same date of service as 
HCPCS code G0379. If either of the 
above criteria is not met, HCPCS code 
G0379 is assigned status indicator ‘‘N’’ 
and its payment is packaged into the 
payment for other separately payable 
services provided in the same 
encounter. 

In summary, for CY 2009, we are 
proposing to continue the extended 
assessment and management composite 
APC payment methodology and the 
general reporting requirements for 
observation services reported with 
HCPCS code G0378. We are proposing 
to base the CY 2009 OPPS payment for 
composite APC 8002 on a median cost 
of $364 and to base the payment for 
composite APC 8003 on a median cost 
of $670. For CY 2009, we are also 
proposing to add HCPCS code G0384 to 
the eligibility criteria for payment of 
composite APC 8003. Furthermore, we 
are proposing to assign status indicator 
‘‘Q3’’ to each of the visit codes that may 
be paid through the Level I and Level II 
extended assessment and management 
composite APCs. 
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(2) Low Dose Rate (LDR) Prostate 
Brachytherapy Composite APC (APC 
8001) 

LDR prostate brachytherapy is a 
treatment for prostate cancer in which 
needles or catheters are inserted into the 
prostate, followed by permanent 
implantation of radioactive sources into 
the prostate through the hollow needles 
or catheters. At least two CPT codes are 
used to report the composite treatment 
service because there are separate codes 
that describe placement of the needles/ 
catheters and the application of the 
brachytherapy sources: CPT code 55875 
(Transperineal placement of needles or 
catheters into prostate for interstitial 
radioelement application, with or 
without cystoscopy) and CPT code 
77778 (Interstitial radiation source 
application; complex). Generally, the 
component services represented by both 
codes are provided in the same 
operative session in the same hospital 
on the same date of service to the 
Medicare beneficiary treated with LDR 
brachytherapy for prostate cancer. As 
discussed in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66653), OPPS payment rates for CPT 
code 77778, in particular, have 
fluctuated over the years. We were 
frequently informed by the public that 
reliance on single procedure claims to 
set the median costs for these services 
resulted in use of only incorrectly coded 
claims for LDR prostate brachytherapy 
because a correctly coded claim should 
include, for the same date of service, 
CPT codes for both needle/catheter 
placement and application of radiation 
sources, as well as separately coded 
imaging and radiation therapy planning 
services (that is, a multiple procedure 
claim). 

In order to base payment on claims for 
the most common clinical scenario, and 
to contribute to our goal of providing 
payment under the OPPS for a larger 
bundle of component services provided 
in a single hospital encounter, 
beginning in CY 2008 we provide a 
single payment for LDR prostate 
brachytherapy when the composite 
service, billed as CPT codes 55875 and 
77778, is furnished in a single hospital 
encounter. We base the payment for 
composite APC 8001 (LDR Prostate 
Brachytherapy Composite) on the 
median cost derived from claims for the 
same date of service that contain both 
CPT codes 55875 and 77778 and that do 
not contain other separately paid codes 
that are not on the bypass list. In 
uncommon occurrences in which the 
services are billed individually, 
hospitals continue to receive separate 
payments for the individual services. 

We refer readers to the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66652 through 66655) for a full 
history of OPPS payment for LDR 
prostate brachytherapy and a detailed 
description of how we developed the 
LDR prostate brachytherapy composite 
APC. 

For CY 2009, we are proposing to 
continue paying for LDR prostate 
brachytherapy services using the 
composite APC methodology proposed 
and implemented for CY 2008. That is, 
we are proposing to use CY 2007 claims 
on which both CPT codes 55875 and 
77778 were billed on the same date of 
service with no other separately paid 
procedure codes (other than those on 
the bypass list) to calculate the payment 
rate for composite APC 8001. Consistent 
with our CY 2008 practice, we would 
not use the claims that meet these 
criteria in the calculation of the median 
costs for APCs 0163 (Level IV 
Cystourethroscopy and Other 
Genitourinary Procedures) and 0313 
(Brachytherapy) to which HCPCS codes 
55875 and 77778 are assigned 
respectively; median costs for APCs 
0163 and 0313 would continue to be 
calculated using single procedure 
claims. As discussed in section XIII.A.1. 
of this proposed rule, we also are 
proposing to use new status indicator 
‘‘Q3’’ (Codes that May be Paid Through 
a Composite APC), to denote HCPCS 
codes such as CPT codes 55875 and 
77778 that may be paid through a 
composite APC for publication and 
payment purposes for CY 2009, rather 
than status indicator ‘‘Q’’ that is being 
used in CY 2008. We are proposing the 
status indicator change to facilitate 
identification of HCPCS codes that may 
be paid through composite APCs and to 
facilitate development of the composite 
APC median costs. 

We continue to believe that this 
composite APC contributes to our goal 
of creating hospital incentives for 
efficiency and cost containment, while 
providing hospitals with the most 
flexibility to manage their resources. We 
also continue to believe that data from 
claims reporting both services required 
for LDR prostate brachytherapy provide 
the most accurate median cost upon 
which to base the composite APC 
payment rate. 

Using partial year CY 2007 claims 
data available for the CY 2009 proposed 
rule, we were able to use 6,897 claims 
that contained both CPT code 77778 and 
55875 to calculate the median cost upon 
which the CY 2009 proposed payment 
for composite APC 8001 is based. The 
proposed median cost for composite 
APC 8001 for CY 2009 is approximately 
$3,509. This is an increase compared to 

the CY 2008 OPPS/ASC final rule with 
comment period in which we calculated 
a final median cost for this composite 
APC of approximately $3,391 based on 
a full year of CY 2006 claims data. The 
CY 2009 proposed composite APC 
median is slightly less than $3,581, the 
sum of the proposed median costs for 
APCs 0163 (Level IV Cystourethroscopy 
and other Genitourinary Procedures) 
and 0651 (Complex Interstitial 
Radiation Source Application) ($2,388 + 
$1,193), the APCs to which CPT codes 
77778 and 55875 map if one service is 
billed on a claim without the other. We 
believe that the proposed median cost 
for composite APC 8001 of 
approximately $3,509, which is 
calculated from claims we believe to be 
correctly coded, would result in a 
reasonable and appropriate payment 
rate for this service in CY 2009. 

(3) Cardiac Electrophysiologic 
Evaluation and Ablation Composite 
APC (APC 8000) 

Cardiac electrophysiologic evaluation 
and ablation services frequently are 
performed in varying combinations with 
one another during a single episode of 
care in the HOPD. Therefore, correctly 
coded claims for these services often 
include multiple codes for component 
services that are reported with different 
CPT codes and that, prior to CY 2008, 
were always paid separately through 
different APCs (specifically, APC 0085 
(Level II Electrophysiologic Evaluation), 
APC 0086 (Ablate Heart Dysrhythm 
Focus), and APC 0087 (Cardiac 
Electrophysiologic Recording/ 
Mapping)). As a result, there would 
never be many single bills for cardiac 
electrophysiologic evaluation and 
ablation services, and those that are 
reported as single bills would often 
represent atypical cases or incorrectly 
coded claims. As described in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66655 through 
66659), the APC Panel and the public 
expressed persistent concerns regarding 
the limited and reportedly 
unrepresentative single bills available 
for use in calculating the median cost 
for these services according to our 
standard OPPS methodology. 

Effective January 1, 2008, we 
established APC 8000 (Cardiac 
Electrophysiologic Evaluation and 
Ablation Composite) to pay for a 
composite service made up of at least 
one specified electrophysiologic 
evaluation service and one 
electrophysiologic ablation service. 
Calculating a composite APC for these 
services allowed us to utilize many 
more claims than were available to 
establish the individual APC median 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00031 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2



41446 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

costs for these services, and we also saw 
this composite APC as an opportunity to 
advance our stated goal of promoting 
hospital efficiency through larger 
payment bundles. In order to calculate 
the median cost upon which the 
payment rate for composite APC 8000 is 
based, we used multiple procedure 
claims that contained at least one CPT 
code from group A for evaluation 
services and at least one CPT code from 
group B for ablation services reported 
on the same date of service on an 
individual claim. We refer readers to 
Table 6 for identification of the CPT 
codes that are assigned to groups A and 
B. For a full discussion of how we 
identified the group A and group B 
procedures and established the CY 2008 
payment rate for the cardiac 
electrophysiologic evaluation and 
ablation composite APC, we refer 
readers to the CY 2008 OPPS/ASC final 
rule with comment period (72 FR 66655 
through 66659). Where a service in 
group A is furnished on a date of service 
that is different from the date of service 
for a code in group B for the same 
beneficiary, payments are made under 
the appropriate single procedure APCs 
and the composite APC does not apply. 

For CY 2009, we are proposing to 
continue paying for cardiac 
electrophysiologic evaluation and 

ablation services using the composite 
APC methodology established for CY 
2008. Consistent with our CY 2008 
practice, we would not use the claims 
that meet these criteria in the 
calculation of the median costs for APCs 
0085 (Level II Electrophysiologic 
Procedures) and 0086 (Level III 
Electrophysiologic Procedures), to 
which the HCPCS codes in both groups 
A and B for composite APC 8000 are 
otherwise assigned. Median costs for 
APCs 0085 and 0086 would continue to 
be calculated using single procedure 
claims. As discussed in section XIII.A.1. 
of this proposed rule, we also are 
proposing to use new status indicator 
‘‘Q3’’ (Codes that May be Paid Through 
a Composite APC) to denote HCPCS 
codes such as the cardiac 
electrophysiologic evaluation and 
ablation CPT codes that may be paid 
through a composite APC for 
publication and payment purposes for 
CY 2009, rather than the status indicator 
‘‘Q’’ that is being used in CY 2008. We 
continue to believe that the composite 
APC for cardiac electrophysiologic 
evaluation and ablation services is the 
most efficient and effective way to use 
the claims data for the majority of these 
services and best represents the hospital 
resources associated with performing 
the common combinations of these 

services that are clinically typical. 
Further, this approach creates 
incentives for efficiency by providing a 
single payment for a larger bundle of 
major procedures when they are 
performed together, in contrast to 
continued separate payment for each of 
the individual procedures. 

Using partial year CY 2007 claims 
data available for this proposed rule, we 
were able to use 5,603 claims containing 
a combination of group A and group B 
codes and calculated a proposed median 
cost of approximately $9,174 for 
composite APC 8000. This is an increase 
compared to the CY 2008 OPPS/ASC 
final rule with comment period in 
which we calculated a final median cost 
for this composite APC of 
approximately $8,438 based on a full 
year of CY 2006 claims data. We believe 
that the proposed median cost of $9,174 
calculated from a high volume of 
correctly coded multiple procedure 
claims results in an accurate and 
appropriate proposed payment for 
cardiac electrophysiologic evaluation 
and ablation services when at least one 
evaluation service is furnished during 
the same clinical encounter as at least 
one ablation service. Table 6 below lists 
the groups of procedures upon which 
we are proposing to base composite APC 
8000 for CY 2009. 

TABLE 6.—GROUPS OF CARDIAC ELECTROPHYSIOLOGIC EVALUATION AND ABLATION PROCEDURES UPON WHICH WE 
BASE COMPOSITE APC 8000 

Codes used in combinations: At least one in Group A and one in Group B HCPCS 
code 

Proposed 
single code 

CY 2009 
APC 

Proposed CY 2009 SI 
(composite) 

Group A 
Electrophysiology evaluation .................................................................... 93619 0085 Q3 
Electrophysiology evaluation .................................................................... 93620 0085 Q3 

Group B 
Ablate heart dysrhythm focus ................................................................... 93650 0085 Q3 
Ablate heart dysrhythm focus ................................................................... 93651 0086 Q3 
Ablate heart dysrhythm focus ................................................................... 93652 0086 Q3 

(4) Mental Health Services Composite 
APC (APC 0034) 

For the CY 2009 OPPS, we are 
proposing to continue our longstanding 
policy of limiting the aggregate payment 
for specified less intensive mental 
health services furnished on the same 
date to the payment for a day of partial 
hospitalization, which we consider to be 
the most resource intensive of all 
outpatient mental health treatment. We 
refer readers to the April 7, 2000 OPPS 
final rule with comment period (65 FR 
18455) for the initial discussion of this 
longstanding policy. We continue to 
believe that the costs associated with 
administering a partial hospitalization 

program represent the most resource 
intensive of all outpatient mental health 
treatment, and we do not believe that 
we should pay more for a day of 
individual mental health services under 
the OPPS than the partial 
hospitalization per diem payment. 

For CY 2009, as discussed further in 
section X.B. of this proposed rule, we 
are proposing to create two new APCs, 
0172 (Level I Partial Hospitalization (3 
services)) and 0173 (Level II Partial 
Hospitalization (4 or more services)), to 
replace APC 0033 (Partial 
Hospitalization), which we are 
proposing to delete for CY 2009. In 
summary, when a community mental 

health center (CMHC) or hospital 
provides three units of partial 
hospitalization services and meets all 
other partial hospitalization payment 
criteria, the CMHC or hospital would be 
paid through APC 0172. When the 
CMHC or hospital provides four or more 
units of partial hospitalization services 
and meets all other partial 
hospitalization payment criteria, the 
hospital would be paid through APC 
0173. For CY 2009, we are proposing to 
set the payment rate for mental health 
composite APC 0034 at the same rate as 
APC 0173, which is the maximum 
partial hospitalization per diem 
payment. We believe this APC payment 
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rate would provide the most appropriate 
payment for composite APC 0034, 
taking into consideration the intensity 
of the mental health services and the 
differences in the HCPCS codes for 
mental health services that could be 
paid through this composite APC 
compared with the HCPCS codes that 
could be paid through partial 
hospitalization APC 0173. Through the 
I/OCE, when the payment for specified 
mental health services provided by one 
hospital to a single beneficiary on one 
date of service based on the payment 
rates associated with the APCs for the 
individual services would exceed the 
maximum per diem partial 
hospitalization payment [listed as APC 
0173 (Level II Partial Hospitalization (4 
or more services))], those specified 
mental health services would be 
assigned to APC 0034 (Mental Health 
Services Composite), which has the 
same payment rate as APC 0173, and the 
hospital would be paid one unit of APC 
0034. In the CY 2008 OPPS/ASC final 
rule with comment period (72 FR 
66651), we clarified that this 
longstanding policy regarding payment 
of APC 0034 for combinations of 
independent mental health services 
provided in a single hospital encounter 
resembles the payment policy for 
composite APCs that we finalized for 
LDR prostate brachytherapy and cardiac 
electrophysiologic evaluation and 
ablation services for CY 2008. Similar to 
the logic for those two composite APCs, 
the I/OCE currently determines, and we 
are proposing for CY 2009 that it would 
continue to determine, whether to pay 
these specified mental health services 
individually or to make a single 
payment at the same rate as the APC 
0173 per diem rate for partial 
hospitalization for all of the specified 
mental health services furnished on that 
date of service. However, we note that 
this established policy for payment of 
APC 0034 differs from the payment 
policies for the LDR prostate 
brachytherapy and cardiac 
electrophysiologic evaluation and 
ablation composite APCs because APC 
0034 is only paid if the sum of the 
individual payment rates for the 
specified mental health services 
provided on one date of service exceeds 
the APC 0034 payment rate. 

For CY 2008 (72 FR 66651), we 
changed the status indicator to ‘‘Q’’ for 
the HCPCS codes that describe the 
specified mental health services to 
which APC 0034 applies because those 
codes are conditionally packaged when 
the sum of the payment rates for the 
single code APCs to which they are 
assigned exceeds the per diem payment 

rate for partial hospitalization. For CY 
2009, we are proposing to change the 
status indicator from ‘‘Q’’ (Packaged 
Services Subject to Separate Payment 
under OPPS Payment Criteria) to ‘‘Q3,’’ 
(Codes that May be Paid Through a 
Composite APC), for those HCPCS codes 
that describe the specified mental health 
services to which APC 0034 applies. 
This is consistent with our proposal to 
change the status indicator from ‘‘Q’’ to 
‘‘Q3’’ for all HCPCS codes that may be 
paid through composite APCs, in order 
to further refine our identification of the 
different types of conditionally 
packaged HCPCS codes that were 
previously all assigned the same status 
indicator ‘‘Q’’ under the OPPS. We are 
proposing to apply this status indicator 
policy to the HCPCS codes that are 
assigned to composite APC 0034 in 
Addendum M to this proposed rule. We 
are also proposing to change the status 
indicator from ‘‘P’’ (Partial 
Hospitalization) to ‘‘S’’ (Significant 
Procedure, Not Discounted when 
Multiple), for APC 0034. Although APC 
0034 has been historically assigned 
status indicator ‘‘P’’ under the OPPS, 
this APC provides payment for mental 
health services that are furnished in an 
HOPD outside of a partial 
hospitalization program. This proposed 
status indicator change should have no 
practical implications for hospitals from 
a billing or payment perspective. Rather, 
we believe that it is more appropriate to 
assign status indicator ‘‘S’’ to an APC 
that describes mental health services 
that are provided outside of a partial 
hospitalization program. We refer 
readers to section XIII.A. of this 
proposed rule for a complete discussion 
of status indicators and our proposed 
status indicator changes for CY 2009. 

In summary, we are not proposing a 
change to the longstanding payment 
policy under which the OPPS pays one 
unit of APC 0034 in cases in which the 
total payments for specified mental 
health services provided on the same 
date of service would otherwise exceed 
the payment rate for APC 0173. 
However, we are proposing to change 
the status indicator to ‘‘Q3’’ for the 
HCPCS codes for the mental health 
services to which this policy applies, 
consistent with our belief that payment 
for these services should be packaged 
into a single payment made at the same 
rate as a day of partial hospitalization 
unless the sum of the individual 
payments for these codes would be less 
than the payment for composite APC 
0034. 

(5) Multiple Imaging Composite APCs 
(APCs 8004, 8005, 8006, 8007, and 
8008) 

Under current OPPS policy, hospitals 
receive a full APC payment for each 
imaging service on a claim, regardless of 
how many procedures are performed 
during a single session using the same 
imaging modality or whether the 
procedures are performed on contiguous 
body areas. In response to a 2005 
MedPAC recommendation to reduce the 
technical component payment for 
multiple imaging services performed on 
contiguous body areas, CMS proposed a 
payment reduction policy for multiple 
imaging procedures performed on 
contiguous body areas in both the CY 
2006 MPFS proposed rule (70 FR 45849 
through 45851) and the CY 2006 OPPS 
proposed rule (70 FR 42748 through 
42751). In the March 2005 MedPAC 
report entitled, ‘‘Report to the Congress: 
Medicare Payment Policy,’’ MedPAC 
concluded that Medicare’s physician’s 
office payment rates for imaging 
services were based on each service 
being provided independently and that 
the rates did not account for efficiencies 
that may be gained when multiple 
studies using the same imaging 
modality are performed in the same 
session. In both the CY 2006 MPFS 
proposed rule (70 FR 45849) and the CY 
2006 OPPS proposed rule (70 FR 
42751), we suggested that although each 
imaging procedure entails the use of 
hospital resources, including certain 
staff, equipment, and supplies, some of 
those resource costs are not incurred 
twice when the procedures are 
performed in the same session and thus, 
should not be paid as if they were 
incurred twice. Specifically, for CY 
2006, for both the MPFS and the OPPS, 
we proposed to apply a 50-percent 
reduction in the payment for certain 
second and subsequent imaging 
procedures performed during the same 
session, similar to the longstanding 
OPPS policy of reducing payments for 
certain second and subsequent surgical 
procedures performed during the same 
operative session. We developed the 50- 
percent reduction estimate using MPFS 
input data to estimate the practice 
expense resources associated with 
equipment time and indirect costs that 
would not occur for the second and 
subsequent procedures. We proposed 
that the reduction would apply only to 
individual services within 11 
designated imaging families, which 
were comprised of procedures utilizing 
similar modalities across contiguous 
body areas and developed based on 
MPFS billing data. The imaging 
modalities included in the proposal 
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were ultrasound, computed tomography 
(CT), computed tomographic 
angiography (CTA), magnetic resonance 
imaging (MRI), and magnetic resonance 
angiography (MRA). Prior to making the 
proposal for the OPPS, we confirmed 
that the CY 2004 OPPS claims for the 
CY 2006 OPPS update demonstrated 
comparable clustering of imaging 
procedures by modality and within 
family. The OPPS and MPFS imaging 
services provided across families would 
not be subject to the reduction policy as 
proposed for CY 2006. The proposed 11 
families of imaging services were as 
follows: 

• Ultrasound (Chest/Abdomen/ 
Pelvis-Non-Obstetrical) 

• CT and CTA (Chest/Thorax/Abd/ 
Pelvis) 

• CT and CTA (Head/Brain/Orbit/ 
Maxillofacial/Neck) 

• MRI and MRA (Chest/Abd/Pelvis) 
• MRI and MRA (Head/Brain/Neck) 
• MRI and MRA (Spine) 
• CT (Spine) 
• MRI and MRA (Lower Extremities) 
• CT and CTA (Lower Extremities) 
• MR and MRI (Upper Extremities 

and Joints) 
• CT and CTA (Upper Extremities) 
In response to the multiple imaging 

payment reduction policy proposed for 
the CY 2006 OPPS (70 FR 68707 
through 68708), several commenters 
requested that we postpone 
implementation until we performed 
further analyses and were able to find 
more substantial, hospital-based data to 
support the 50-percent payment 
reduction rather than base the policy on 
MPFS data. Commenters argued that, 
unlike a relative value unit (RVU) 
estimate of the total resources associated 
with a single service for the MPFS, the 
OPPS cost-based methodology already 
incorporates the efficiencies of 
performing multiple procedures during 
the same session and that median cost 
estimates for single procedures reflect 
these savings. Specifically, an imaging 
CCR consists of the labor and allocated 
capital and overhead costs for all 
imaging provided in a department 
specified by each hospital on its cost 
report, divided by the total charges for 
all imaging services provided. In short, 
commenters stated that because the 
OPPS cost estimates used for setting the 
OPPS payment rates for imaging 
services already reflect costs for a 
department in general, the CCR used to 
adjust charges to costs currently 
incorporated savings from the imaging 
efficiencies associated with multiple 
procedures provided in a single session. 
By applying this CCR to every charge on 
a claim, commenters noted that CMS 
averages multiple imaging efficiencies 

for all imaging services across all service 
costs estimated with the departmental 
CCR. At its August 2005 meeting, the 
APC Panel heard this and other 
arguments and recommended that CMS 
postpone implementation of the policy 
for a year in order to gather more data 
on the impact of the proposed changes. 

In the CY 2006 OPPS final rule with 
comment period (70 FR 68516), we 
acknowledged that, based on our 
analysis of how hospitals report charges 
and costs for diagnostic radiology 
services, it may be correct that the 
median costs from hospital claims data 
for the imaging services in the 11 
families proposed for the reduction 
policy already reflect reduced median 
costs based, in part, on hospitals’ 
provision of multiple imaging services 
in a single session. However, we 
expressed concern that the marginal 
effect of imaging efficiencies on a given 
CCR may be negligible, thereby 
underestimating the impact of multiple 
imaging efficiencies, especially where 
hospitals reported all diagnostic 
radiology services in one cost center and 
did not split the costs and charges for 
advanced imaging with CT, MRI, or 
ultrasound into separate cost centers. 
Because efficiencies are inherent in our 
cost methodology, our analysis did not 
provide a definitive answer regarding 
how much, on average, the OPPS 
median costs for single imaging services 
in the 11 families are reduced due to 
existing hospital efficiencies related to 
multiple services provided in a single 
session. Accordingly, we did not 
implement a multiple imaging payment 
reduction policy for the OPPS in CY 
2006 (a modified MPFS multiple 
imaging payment reduction policy was 
implemented with a 25-percent 
reduction policy for certain second and 
subsequent imaging services for CY 
2006, and that same reduction policy 
currently remains in effect under the 
MPFS). In the CY 2006 OPPS final rule 
with comment period (70 FR 68707 
through 68708), we stated that, 
depending upon the results of future 
analyses, we might revisit this issue and 
propose revisions to the structure of our 
payment rates for imaging procedures in 
order to ensure that those rates properly 
reflect the relative costs of initial and 
subsequent imaging procedures. Since 
publication of the CY 2006 OPPS final 
rule with comment period, MedPAC has 
encouraged us to continue our analyses 
in order to improve payment accuracy 
for imaging services under the OPPS, 
including considering adopting a 
multiple procedure payment reduction 
policy. 

In preparation for the CY 2009 OPPS 
proposed rule, we revisited the issue of 

how we could improve the accuracy of 
OPPS payment for multiple imaging 
services and incorporate the lower 
marginal cost for conducting second and 
subsequent imaging procedures in the 
same imaging session. As already noted, 
for CY 2008, we developed a composite 
APC methodology to provide a single 
payment for two or more major 
independent services that are typically 
performed together during a single 
operative session and that result in the 
provision of a complete service (72 FR 
66650 through 66652). The composite 
APCs for LDR prostate brachytherapy 
services and cardiac electrophysiologic 
evaluation and ablation services 
discussed in sections II.A.2.e.(2) and (3), 
respectively, of this proposed rule are 
classic examples. Providing one 
payment for an entire session 
encourages hospitals to closely evaluate 
the resources they use for all 
components of the composite service in 
order to improve their payment relative 
to the costs of performing the composite 
service. We decided to explore 
capturing efficiencies for multiple 
imaging procedures through a 
composite APC payment methodology 
when a hospital provides more than one 
imaging procedure using the same 
modality during a single session. 

We began by reexamining the 11 
imaging families of HCPCS codes for 
contiguous body areas involving a single 
imaging modality that we had proposed 
for CY 2006 and that are currently in 
use under the MPFS for the multiple 
imaging procedure payment reduction 
policy. We based this code-specific 
analysis on the HCPCS codes recognized 
under the OPPS for the same services 
that are included in the 11 CY 2008 
MPFS imaging families, and in addition, 
we incorporated the 10 HCPCS codes 
that are proposed for inclusion in these 
11 families for the CY 2009 MPFS. We 
collapsed the 11 MPFS imaging families 
into 3 OPPS imaging families according 
to their modality—1 for ultrasound, 1 
for CT and CTA, and 1 for MRI and 
MRA services. These larger OPPS 
imaging families generally correspond 
to the larger APC groups of services paid 
under OPPS relative to the service- 
specific payment under the MPFS. We 
believe that these larger OPPS imaging 
families are appropriate because 
eliminating the contiguous body area 
concept that is central to the MPFS 
imaging families should not 
significantly limit potential efficiencies 
in an imaging session. For example, we 
would not expect second and 
subsequent imaging services of the same 
modality involving noncontiguous body 
areas to require duplicate facility 
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services such as greeting the patient, 
providing education and obtaining 
consent, retrieving prior exams, setting 
up an intravenous infusion, and 
preparing and cleaning the room, any 
more than second and subsequent 
imaging procedures of the same 
modality on contiguous body areas. The 
contiguous body area concept was a 
component of MedPAC’s 
recommendation for reducing physician 
payment, but we believe it is less 
appropriate for a single, session-based 
OPPS composite imaging payment. In 
addition, using these collapsed OPPS 
families would add only 12 percent 
additional claims to those eligible for 
composite payment relative to using the 
11 MPFS imaging families, suggesting 
that under the OPPS, multiple imaging 
claims are within the same imaging 
modality and involve contiguous body 
areas the vast majority of the time. 
Nevertheless, the three OPPS imaging 
families would allow us to capture 
additional claims for payment under an 
imaging composite payment 
methodology. 

Another unique aspect of imaging 
services for OPPS ratesetting, in general, 
is their inclusion on our bypass list and 
contribution to creating ‘‘pseudo’’ single 
claims, particularly those services that 
are specifically performed without the 
administration of contrast. Our creation 
of ‘‘pseudo’’ single claims from multiple 
procedure claims is discussed in section 
II.A.1.b. of this proposed rule. In 
beginning to model these potential 
multiple imaging composite APCs, we 
noted that there would be overlap 
between the bypass list and noncontrast 
imaging HCPCS codes that are included 
in the three OPPS imaging families. The 
bypass process removes any line-item 
for a bypass HCPCS code, irrespective of 
units, from multiple procedure claims. 
The line-item information is used to 
make at least one ‘‘pseudo’’ single bill 
and the line-items remaining on the 
claim are split by date and reassessed 
for single bill status. To model the 
median costs for the potential multiple 
imaging composite APCs, we removed 
any HCPCS codes in the OPPS imaging 
families that overlap with codes on our 
bypass list to avoid splitting claims with 
multiple units or multiple occurrences 
of codes in an OPPS imaging family into 
new ‘‘pseudo’’ single claims. The 
imaging HCPCS codes that we removed 
from the bypass list for purposes of 
calculating proposed multiple imaging 
composite APC median costs appear in 
Table 7 below. (We refer readers to 
section II.A.1.b. of this proposed rule for 
further discussion of how we treat 
claims with HCPCS codes in the OPPS 

imaging families that are also on the 
bypass list.) We integrated the 
identification of imaging composite 
‘‘single session’’ claims, that is, claims 
with multiple imaging procedures 
within the same family on the same date 
of service, into the creation of ‘‘pseudo’’ 
single claims to ensure that claims were 
split in the ‘‘pseudo’’ single process into 
accurate reflections of either a 
composite ‘‘single session’’ imaging 
service or a standard sole imaging 
service resource cost. Like all single 
bills, the new composite ‘‘single 
session’’ claims were for the same date 
of service and contained no other 
separately paid services in order to 
isolate the session imaging costs. Our 
last step after processing all claims 
through the ‘‘pseudo’’ single process 
was to make line-items for HCPCS codes 
in the OPPS imaging families remaining 
on multiple procedure claims with one 
unit of the imaging HCPCS code and no 
other imaging services in the families 
into ‘‘pseudo’’ single bills for use in 
calculating the median costs for sole 
imaging services. 

TABLE 7.—PROPOSED OPPS IMAGING 
FAMILY SERVICES OVERLAPPING 
WITH HCPCS CODES ON THE PRO-
POSED CY 2009 BYPASS LIST 

Family 1—Ultrasound 

76700 ............. Us exam, abdom, complete. 
76705 ............. Echo exam of abdomen. 
76770 ............. Us exam abdo back wall, 

comp. 
76775 ............. Us exam abdo back wall, 

lim. 

Family 1—Ultrasound 

76776 ............. Us exam k transpl w/doppler. 
76856 ............. Us exam, pelvic, complete. 
76870 ............. Us exam, scrotum. 
76857 ............. Us exam, pelvic, limited. 

Family 2—CT and CTA With and Without 
Contrast 

70450 ............. Ct head/brain w/o dye. 
70480 ............. Ct orbit/ear/fossa w/o dye. 
70486 ............. Ct maxillofacial w/o dye. 
70490 ............. Ct soft tissue neck w/o dye. 
71250 ............. Ct thorax w/o dye. 
72125 ............. Ct neck spine w/o dye. 
72128 ............. Ct chest spine w/o dye. 
72131 ............. Ct lumbar spine w/o dye. 
72192 ............. Ct pelvis w/o dye. 
73200 ............. Ct upper extremity w/o dye. 
73700 ............. Ct lower extremity w/o dye. 
74150 ............. Ct abdomen w/o dye. 

Family 3—MRI and MRA With and Without 
Contrast 

70336 ............. Magnetic image, jaw joint. 
70544 ............. Mr angiography head w/o 

dye. 

TABLE 7.—PROPOSED OPPS IMAGING 
FAMILY SERVICES OVERLAPPING 
WITH HCPCS CODES ON THE PRO-
POSED CY 2009 BYPASS LIST— 
Continued 

70551 ............. Mri brain w/o dye. 
72141 ............. Mri neck spine w/o dye. 
72146 ............. Mri chest spine w/o dye. 
72148 ............. Mri lumbar spine w/o dye. 
73218 ............. Mri upper extremity w/o dye. 

Family 3—MRI and MRA With and Without 
Contrast 

73221 ............. Mri joint upr extrem w/o dye. 

Family 3—MRI and MRA With and Without 
Contrast 

73718 ............. Mri lower extremity w/o dye. 
73721 ............. Mri jnt of lwr extre w/o dye. 

One final requirement of our 
assessment of multiple imaging 
composite APCs was our expansion of 
the OPPS families for the three 
modalities—ultrasound, CT and CTA, 
and MRI and MRA—into five composite 
APCs to accommodate the statutory 
requirement in section 1833(t)(2)(G) of 
the Act, that the OPPS provide payment 
for imaging services provided with 
contrast and without contrast through 
separate payment groups. Ultrasound 
studies do not utilize contrast and thus 
this family constituted a single 
composite APC. However, we had to 
split the families for CT and CTA, and 
MRI and MRA, into two separate 
composite APCs each to reflect whether 
the procedures were performed with or 
without contrast. We examined the 
HCPCS codes on our ‘‘single session’’ 
claims, and if the claim had at least one 
HCPCS code that was performed with 
contrast, we classified the ‘‘single 
session’’ bill as ‘‘with contrast.’’ We 
then recalculated the median costs for 
the standard (sole service) imaging 
APCs based on single and ‘‘pseudo’’ 
single bills and the imaging composite 
APC median costs based on appropriate 
‘‘single session’’ bills with multiple 
imaging procedures. 

We were able to identify 1.7 million 
‘‘single session’’ claims out of an 
estimated 4 million potential composite 
cases from our ratesetting claims 
database, or almost half of all eligible 
claims, to calculate median costs for the 
5 OPPS multiple imaging composite 
APCs. We used 8 million single and 
‘‘pseudo’’ single claims to set the 
medians for the standard (sole service) 
APCs for the same imaging procedures. 
We specifically note that the proposed 
CY 2009 payment rates for multiple 
imaging services provided during the 
same session and within the same OPPS 
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imaging family are based entirely on 
median costs derived empirically from 
OPPS claims and Medicare cost report 
data. 

In general, we found that the per 
service median cost for each of the 
multiple imaging procedures performed 
during a single session, and reflected in 
the composite APC median costs, was 
modestly less than the sole service 
median cost when only one imaging 
service was performed during a single 
session, as reflected in the median cost 
of the standard (sole service) imaging 
APCs (that is, those imaging services 
that would not have qualified for 
payment through a multiple imaging 
composite APC under the proposed 
composite methodology). However, we 
also noticed that the proposed CY 2009 
median costs for the standard (sole 
service) imaging APCs increased slightly 
compared to the median costs that we 
would calculate using the current OPPS 
imaging service payment policy. These 
variations in median costs are consistent 
with our expectations. Because the 
OPPS cost-based payment weight 
methodology estimates a standard cost 
per imaging procedure for each hospital, 
these results suggest that the imaging 
composite ‘‘single session’’ claims 
disproportionately represent services 
furnished by more efficient providers 
that frequently perform more than one 
imaging procedure during a single 
session. The lower cost claims also may 
include more providers that 
appropriately report costs and charges 
for nonstandard cost centers for 
advanced imaging on their cost reports. 

In light of these findings, we 
determined that a proposal to revise our 
methodology for paying for multiple 
imaging procedures is warranted 
because the current OPPS policy of 
providing a full APC payment for each 
imaging service on a claim, regardless of 
how many procedures are performed 
during a single session using the same 
imaging modality, neither reflects nor 
promotes the efficiencies hospitals can 
achieve when they perform multiple 
imaging procedures during a single 
session, as seen in the claims data. 

Therefore, we are proposing to utilize 
the three OPPS imaging families 
discussed above, incorporating statutory 
requirements to differentiate OPPS 
payment for imaging services provided 
with contrast and without contrast as 
required by section 1833(t)(2)(G) of the 
Act, to create five multiple imaging 
composite APCs for payment in CY 
2009. The proposed APCs are: APC 8004 
(Ultrasound Composite); APC 8005 (CT 
and CTA without Contrast Composite); 
APC 8006 ( CT and CTA with Contrast 
Composite); APC 8007 (MRI and MRA 

without Contrast Composite); and APC 
8008 (MRI and MRA with Contrast 
Composite). We calculated the proposed 
median costs for these APCs using CY 
2007 claims data by isolating ‘‘single 
session’’ claims with more than one 
imaging service within a family as 
discussed above. Unlike our CY 2006 
proposal where we would have applied 
a 50-percent payment reduction for 
second and subsequent imaging 
procedures comparable to the proposed 
MPFS policy, the CY 2009 OPPS 
proposal would calculate the composite 
APC payment amounts empirically from 
estimated costs on claims for multiple 
imaging services provided in a single 
session. This proposed composite 
methodology for multiple imaging 
services parallels the payment 
methodologies that we are proposing for 
other composite APCs under the CY 
2009 OPPS. 

Table 8 below presents the HCPCS 
codes comprising the three OPPS 
imaging families and five composite 
APCs that would be created under this 
proposal for CY 2009, along with the 
proposed median costs upon which the 
payment rates for these composite APCs 
would be based. The HCPCS codes 
included in Table 8 are assigned status 
indicator ‘‘Q3’’ in Addendum B to this 
proposed rule to identify their status as 
potentially payable through a composite 
APC. Their composite APC assignments 
are identified in Addendum M to this 
proposed rule. 

To implement this proposed policy, 
we would provide one composite APC 
payment each time a hospital bills more 
than one procedure described by the 
HCPCS codes in one OPPS imaging 
family displayed in Table 8 below on a 
single date of service. If the hospital 
performs a procedure without contrast 
during the same session as at least one 
other procedure with contrast using the 
same imaging modality, then the 
hospital would receive payment for the 
‘‘with contrast’’ composite APC. A 
single imaging procedure, or imaging 
procedures reported with HCPCS codes 
assigned to different OPPS imaging 
families, would be paid according to the 
standard OPPS methodology through 
the standard (sole service) imaging 
APCs to which they are proposed for 
assignment in CY 2009. We are 
proposing that hospitals would continue 
to use the same HCPCS codes to report 
imaging services, and that the I/OCE 
would determine when combinations of 
imaging procedures would qualify for 
composite APC payment or would map 
to standard APCs for payment. We 
would make a single payment for those 
imaging services that qualify for 
composite APC payment, as well as the 

packaged services furnished on the 
same date of service. The proposed 
composite APCs would have status 
indicators of ‘‘S,’’ signifying that 
payment for the APC would not be 
reduced when appearing on the same 
claim with other significant procedures. 

TABLE 8.—PROPOSED OPPS IMAGING 
FAMILIES AND MULTIPLE IMAGING 
PROCEDURE COMPOSITE APCS 

Family 1—Ultrasound 

APC 8004 
(Ultrasound 
Composite) 

Proposed CY 2009 Median 
Cost = $194.14 

76604 ............. Us exam, chest. 
76700 ............. Us exam, abdom, complete. 
76705 ............. Echo exam of abdomen. 
76770 ............. Us exam abdo back wall, 

comp. 
76775 ............. Us exam abdo back wall, 

lim. 
76776 ............. Us exam k transpl w/Dopp-

ler. 
76831 ............. Echo exam, uterus. 
76856 ............. Us exam, pelvic, complete. 
76870 ............. Us exam, scrotum. 
76857 ............. Us exam, pelvic, limited. 

Family 2—CT and CTA With and Without 
Contrast 

APC 8005 (CT 
and CTA 
without 
Contrast 
Com-
posite) * 

Proposed CY 2009 Median 
Cost = $422.98 

0067T ............ Ct colonography;dx. 
70450 ............. Ct head/brain w/o dye. 
70480 ............. Ct orbit/ear/fossa w/o dye. 
70486 ............. Ct maxillofacial w/o dye. 
70490 ............. Ct soft tissue neck w/o dye. 
71250 ............. Ct thorax w/o dye. 
72125 ............. Ct neck spine w/o dye. 

Family 2—CT and CTA With and Without 
Contrast 

APC 8005 (CT 
and CTA 
without 
Contrast 
Com-
posite) * 

Proposed CY 2009 Median 
Cost = $422.98 

72128 ............. Ct chest spine w/o dye. 
72131 ............. Ct lumbar spine w/o dye. 
72192 ............. Ct pelvis w/o dye. 
73200 ............. Ct upper extremity w/o dye. 
73700 ............. Ct lower extremity w/o dye. 
74150 ............. Ct abdomen w/o dye. 

APC 8006 (CT 
and CTA 
with Con-
trast Com-
posite) 

Proposed CY 2009 Median 
Cost = $639.09 

70487 ............. Ct maxillofacial w/dye. 
70460 ............. Ct head/brain w/dye. 
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TABLE 8.—PROPOSED OPPS IMAGING 
FAMILIES AND MULTIPLE IMAGING 
PROCEDURE COMPOSITE APCS— 
Continued 

70470 ............. Ct head/brain w/o & w/dye. 
70481 ............. Ct orbit/ear/fossa w/dye. 
70482 ............. Ct orbit/ear/fossa w/o&w/dye. 
70488 ............. Ct maxillofacial w/o & w/dye. 
70491 ............. Ct soft tissue neck w/dye. 
70492 ............. Ct sft tsue nck w/o & w/dye. 
70496 ............. Ct angiography, head. 
70498 ............. Ct angiography, neck. 
71260 ............. Ct thorax w/dye. 
71270 ............. Ct thorax w/o & w/dye. 
71275 ............. Ct angiography, chest. 
72126 ............. Ct neck spine w/dye. 
72127 ............. Ct neck spine w/o & w/dye. 
72129 ............. Ct chest spine w/dye. 
72130 ............. Ct chest spine w/o & w/dye. 
72132 ............. Ct lumbar spine w/dye. 
72133 ............. Ct lumbar spine w/o & w/ 

dye. 
72191 ............. Ct angiograph pelv w/o&w/ 

dye. 
72193 ............. Ct pelvis w/dye. 
72194 ............. Ct pelvis w/o & w/dye. 
73201 ............. Ct upper extremity w/dye. 
73202 ............. Ct uppr extremity w/o&w/dye. 
73206 ............. Ct angio upr extrm w/o&w/ 

dye. 

Family 2—CT and CTA With and Without 
Contrast 

APC 8006 (CT 
and CTA 
with Con-
trast Com-
posite) 

Proposed CY 2009 Median 
Cost = $639.09 

73701 ............. Ct lower extremity w/dye. 
73702 ............. Ct lwr extremity w/o&w/dye. 
73706 ............. Ct angio lwr extr w/o&w/dye. 
74160 ............. Ct abdomen w/dye. 
74170 ............. Ct abdomen w/o & w/dye. 
74175 ............. Ct angio abdom w/o & w/ 

dye. 
75635 ............. Ct angio abdominal arteries. 
* If a ‘‘without contrast’’ CT or CTA procedure 

is performed during the same session as a 
‘‘with contrast’’ CT or CTA procedure, the 
I/OCE will assign APC 8006 rather than 
APC 8005. 

Family 3—MRI and MRA With and Without 
Contrast 

APC 8007 
(MRI and 
MRA with-
out Con-
trast Com-
posite) * 

Proposed CY 2009 Median 
Cost = $724.66 

70336 ............. Magnetic image, jaw joint. 
70540 ............. Mri orbit/face/neck w/o dye. 
70544 ............. Mr angiography head w/o 

dye. 
70547 ............. Mr angiography neck w/o 

dye. 
70551 ............. Mri brain w/o dye. 
70554 ............. Fmri brain by tech. 
71550 ............. Mri chest w/o dye. 
72141 ............. Mri neck spine w/o dye. 
72146 ............. Mri chest spine w/o dye. 

TABLE 8.—PROPOSED OPPS IMAGING 
FAMILIES AND MULTIPLE IMAGING 
PROCEDURE COMPOSITE APCS— 
Continued 

72148 ............. Mri lumbar spine w/o dye. 
72195 ............. Mri pelvis w/o dye. 
73218 ............. Mri upper extremity w/o dye. 
73221 ............. Mri joint upr extrem w/o dye. 
73718 ............. Mri lower extremity w/o dye. 
73721 ............. Mri jnt of lwr extre w/o dye. 
74181 ............. Mri abdomen w/o dye. 
75557 ............. Cardiac mri for morph. 
75559 ............. Cardiac mri w/stress img. 
C8901 ............ MRA w/o cont, abd. 

Family 3—MRI and MRA With and Without 
Contrast 

APC 8007 
(MRI and 
MRA with-
out Con-
trast Com-
posite) * 

Proposed CY 2009 Median 
Cost = $724.66 

C8904 ............ MRI w/o cont, breast, uni. 
C8907 ............ MRI w/o cont, breast, bi. 
C8910 ............ MRA w/o cont, chest. 
C8913 ............ MRA w/o cont, lwr ext. 
C8919 ............ MRA w/o cont, pelvis. 

APC 8008 
(MRI and 
MRA with 
Contrast 
Composite) 

Proposed CY 2009 Median 
Cost = $1,002.72 

70549 ............. Mr angiograph neck w/o&w/ 
dye. 

70542 ............. Mri orbit/face/neck w/dye. 
70543 ............. Mri orbt/fac/nck w/o & w/dye. 
70545 ............. Mr angiography head w/dye. 
70546 ............. Mr angiograph head w/o&w/ 

dye. 

APC 8008 
(MRI and 
MRA with 
Contrast 
Composite) 

Proposed CY 2009 Median 
Cost = $1,002.72 

70548 ............. Mr angiography neck w/dye. 
70552 ............. Mri brain w/dye. 
70553 ............. Mri brain w/o & w/dye. 
71551 ............. Mri chest w/dye. 
71552 ............. Mri chest w/o & w/dye. 
72142 ............. Mri neck spine w/dye. 
72147 ............. Mri chest spine w/dye. 
72149 ............. Mri lumbar spine w/dye. 
72156 ............. Mri neck spine w/o & w/dye. 
72157 ............. Mri chest spine w/o & w/dye. 
72158 ............. Mri lumbar spine w/o & w/ 

dye. 
72196 ............. Mri pelvis w/dye. 
72197 ............. Mri pelvis w/o & w/dye. 
73219 ............. Mri upper extremity w/dye. 
73220 ............. Mri uppr extremity w/o&w/ 

dye. 
73222 ............. Mri joint upr extrem w/dye. 
73223 ............. Mri joint upr extr w/o&w/dye. 
73719 ............. Mri lower extremity w/dye. 
73720 ............. Mri lwr extremity w/o&w/dye. 
73722 ............. Mri joint of lwr extr w/dye. 

TABLE 8.—PROPOSED OPPS IMAGING 
FAMILIES AND MULTIPLE IMAGING 
PROCEDURE COMPOSITE APCS— 
Continued 

Family 3—MRI and MRA With and Without 
Contrast 

APC 8008 
(MRI and 
MRA with 
Contrast 
Composite) 

Proposed CY 2009 Median 
Cost = $1,002.72 

73723 ............. Mri joint lwr extr w/o&w/dye. 
74182 ............. Mri abdomen w/dye. 
74183 ............. Mri abdomen w/o & w/dye. 
75561 ............. Cardiac mri for morph w/dye. 
75563 ............. Card mri w/stress img & dye. 
C8900 ............ MRA w/cont, abd. 
C8902 ............ MRA w/o fol w/cont, abd. 
C8903 ............ MRI w/cont, breast, uni. 
C8905 ............ MRI w/o fol w/cont, brst, un. 
C8906 ............ MRI w/cont, breast, bi. 
C8908 ............ MRI w/o fol w/cont, breast. 
C8909 ............ MRA w/cont, chest. 
C8911 ............ MRA w/o fol w/cont, chest. 
C8912 ............ MRA w/cont, lwr ext. 
C8914 ............ MRA w/o fol w/cont, lwr ext. 

APC 8008 
(MRI and 
MRA with 
Contrast 
Composite) 

Proposed CY 2009 Median 
Cost = $1,002.72 

C8918 ............ MRA w/cont, pelvis. 
C8920 ............ MRA w/o fol w/cont, pelvis. 

* If a ‘‘without contrast’’ MRI or MRA proce-
dure is performed during the same session 
as a ‘‘with contrast’’ MRI or MRA proce-
dure, the I/OCE will assign APC 8008 rath-
er than 8007. 

3. Proposed Calculation of OPPS Scaled 
Payment Weights 

Using the APC median costs 
discussed in sections II.A.1. and 2. of 
this proposed rule, we calculated the 
proposed relative payment weights for 
each APC for CY 2009 shown in 
Addenda A and B to this proposed rule. 
In years prior to CY 2007, we 
standardized all the relative payment 
weights to APC 0601 (Mid Level Clinic 
Visit) because mid-level clinic visits 
were among the most frequently 
performed services in the hospital 
outpatient setting. We assigned APC 
0601 a relative payment weight of 1.00 
and divided the median cost for each 
APC by the median cost for APC 0601 
to derive the relative payment weight 
for each APC. 

Beginning with the CY 2007 OPPS (71 
FR 67990), we standardized all of the 
relative payment weights to APC 0606 
(Level 3 Clinic Visits) because we 
deleted APC 0601 as part of the 
reconfiguration of the visit APCs. We 
selected APC 0606 as the base because 
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APC 0606 was the middle level clinic 
visit APC (that is, Level 3 of five levels). 
We had historically used the median 
cost of the middle level clinic visit APC 
(that is APC 0601 through CY 2006) to 
calculate unscaled weights because mid- 
level clinic visits were among the most 
frequently performed services in the 
hospital outpatient setting. Therefore, 
for CY 2009, to maintain consistency in 
using a median for calculating unscaled 
weights representing the median cost of 
some of the most frequently provided 
services, we are proposing to continue 
to use the median cost of the mid-level 
clinic visit APC, proposed APC 0606, to 
calculate unscaled weights. Following 
our standard methodology, but using the 
proposed CY 2009 median cost for APC 
0606, for CY 2009 we assigned APC 
0606 a relative payment weight of 1.00 
and divided the median cost of each 
APC by the proposed median cost for 
APC 0606 to derive the unscaled 
relative payment weight for each APC. 
The choice of the APC on which to base 
the relative weights for all other APCs 
does not affect the payments made 
under the OPPS because we scale the 
weights for budget neutrality. 

Section 1833(t)(9)(B) of the Act 
requires that APC reclassification and 
recalibration changes, wage index 
changes, and other adjustments be made 
in a manner that assures that aggregate 
payments under the OPPS for CY 2009 
are neither greater than nor less than the 
aggregate payments that would have 
been made without the changes. To 
comply with this requirement 
concerning the APC changes, we 
compared aggregate payments using the 
CY 2008 relative weights to aggregate 
payments using the CY 2009 proposed 
relative weights. Again this year, we 
included payments to CMHCs in our 
comparison. Based on this comparison, 
we adjusted the relative weights for 
purposes of budget neutrality. The 
unscaled relative payment weights were 
adjusted by a weight scaler of 1.3354 for 
budget neutrality. In addition to 
adjusting for increases and decreases in 
weight due to the recalibration of APC 
medians, the scaler also accounts for 
any change in the base, other than 
changes in volume which are not a 
factor in the weight scaler. The 
proposed relative payment weights 
listed in Addenda A and B to this 
proposed rule incorporate the 
recalibration adjustments discussed in 
sections II.A.1. and 2. of this proposed 
rule. 

Section 1833(t)(14)(H) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173, states that, ‘‘Additional 
expenditures resulting from this 
paragraph shall not be taken into 

account in establishing the conversion 
factor, weighting and other adjustment 
factors for 2004 and 2005 under 
paragraph (9) but shall be taken into 
account for subsequent years.’’ Section 
1833(t)(14) of the Act provides the 
payment rates for certain ‘‘specified 
covered outpatient drugs.’’ Therefore, 
the cost of those specified covered 
outpatient drugs (as discussed in section 
V. of this proposed rule) is included in 
the budget neutrality calculations for 
the CY 2009 OPPS. 

4. Proposed Changes to Packaged 
Services 

a. Background 

The OPPS, like other prospective 
payment systems, relies on the concept 
of averaging, where the payment may be 
more or less than the estimated costs of 
providing a service or package of 
services for a particular patient, but 
with the exception of outlier cases, is 
adequate to ensure access to appropriate 
care. Packaging and bundling payment 
for multiple interrelated services into a 
single payment create incentives for 
providers to furnish services in the most 
efficient way by enabling hospitals to 
manage their resources with maximum 
flexibility, thereby encouraging long- 
term cost containment. For example, 
where there are a variety of supplies 
that could be used to furnish a service, 
some of which are more expensive than 
others, packaging encourages hospitals 
to use the least expensive item that 
meets the patient’s needs, rather than to 
routinely use a more expensive item. 
Packaging also encourages hospitals to 
negotiate carefully with manufacturers 
and suppliers to reduce the purchase 
price of items and services or to explore 
alternative group purchasing 
arrangements, thereby encouraging the 
most economical health care. Similarly, 
packaging encourages hospitals to 
establish protocols that ensure that 
necessary services are furnished, while 
carefully scrutinizing the services 
ordered by practitioners to maximize 
the efficient use of hospital resources. 
Finally, packaging payments into larger 
payment bundles promotes the stability 
of payment for services over time. 
Packaging and bundling also may 
reduce the importance of refining 
service-specific payment because there 
is more opportunity for hospitals to 
average payment across higher cost 
cases requiring many ancillary services 
and lower cost cases requiring fewer 
ancillary services. 

Decisions about packaging and 
bundling payment involve a balance 
between ensuring some separate 
payment for individual services and 

establishing incentives for efficiency 
through larger units of payment. Over 
the past several years of the OPPS, 
greater unpackaging of payment has 
occurred simultaneously with 
continued growth in OPPS expenditures 
as a result of increasing volumes of 
individual services. In an attempt to 
address this increase in volume of 
services, in the CY 2008 OPPS/ASC 
final rule with comment period, we 
finalized additional packaging for the 
CY 2008 OPPS, which included the 
establishment of four new composite 
APCs for CY 2008, specifically APC 
8000 (Cardiac Electrophysiologic 
Evaluation and Ablation Composite), 
APC 8001 (LDR Prostate Brachytherapy 
Composite), APC 8002 (Level I Extended 
Assessment & Management Composite), 
and APC 8003 (Level II Extended 
Assessment & Management Composite) 
(72 FR 66650 through 66659). HCPCS 
codes that may be paid through a 
composite APC if certain composite- 
specific criteria are met or otherwise 
may be paid separately are assigned 
status indicator ‘‘Q’’ for CY 2008, and 
we consider them to be conditionally 
packaged. We discuss composite APCs 
in more detail in section II.A.2.e. of this 
proposed rule. 

In addition, in the CY 2008 OPPS/ 
ASC final rule with comment period, 
(72 FR 66610 through 66659), we 
adopted the packaging of payment for 
items and services in the seven 
categories listed below into the payment 
for the primary diagnostic or therapeutic 
modality to which we believe these 
items and services are typically 
ancillary and supportive. The seven 
categories are: Guidance services, image 
processing services, intraoperative 
services, imaging supervision and 
interpretation services, diagnostic 
radiopharmaceuticals, contrast media, 
and observation services. We 
specifically chose these categories of 
HCPCS codes for packaging because we 
believe that the items and services 
described by the codes in these 
categories are the HCPCS codes that are 
typically ancillary and supportive to a 
primary diagnostic or therapeutic 
modality and, in those cases, are an 
integral part of the primary service they 
support. We finalized our assignment of 
status indicator ‘‘N’’ to those HCPCS 
codes that we believe are always 
integral to the performance of the 
primary modality, so we always package 
their costs into the costs of the 
separately paid primary services with 
which they are billed. Services assigned 
status indicator ‘‘N’’ in CY 2008 are 
unconditionally packaged. 

We also finalized our assignment of 
status indicator ‘‘Q’’ to those HCPCS 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00038 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2



41453 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

codes that we believe are typically 
integral to the performance of the 
primary modality and, in such cases, we 
package payment for their costs into the 
costs of the separately paid primary 
services with which they are usually 
billed. An ‘‘STVX-packaged code’’ 
describes a HCPCS code whose payment 
is packaged when one or more 
separately paid primary services are 
furnished in the hospital outpatient 
encounter. A ‘‘T-packaged code’’ 
describes a code whose payment is 
packaged when one or more separately 
paid surgical procedures are provided 
during the hospital encounter. ‘‘STVX- 
packaged codes’’ and ‘‘T-packaged 
codes’’ are paid separately in those 
uncommon cases when they do not 
meet their respective criteria for 
packaged payment. ‘‘STVX-packaged 
codes’’ and ‘‘T-packaged HCPCS codes’’ 
assigned status indicator ‘‘Q’’ in CY 
2008 are conditionally packaged. 

We use the term ‘‘dependent service’’ 
to refer to the HCPCS codes that 
represent services that are typically 
ancillary and supportive to a primary 
diagnostic or therapeutic modality. We 
use the term ‘‘independent service’’ to 
refer to the HCPCS codes that represent 
the primary therapeutic or diagnostic 
modality into which we package 
payment for the dependent service. We 
note that, in future years as we consider 
the development of larger payment 
groups that more broadly reflect services 
provided in an encounter or episode of 
care, it is possible that we might 
propose to bundle payment for a service 
that we now refer to as ‘‘independent.’’ 

An example of a CY 2008 change in 
the OPPS packaging status for a 
dependent HCPCS code that is ancillary 
and supportive is CPT code 61795 
(Stereotactic computer-assisted 
volumetric (navigational) procedure, 
intracranial, extracranial, or spinal (List 
separately in addition to code for 
primary procedure)). CPT code 61795 
was assigned separate payment in CY 
2007 but its payment is packaged during 
CY 2008. This service is only performed 
during the course of a surgical 
procedure. Several of the surgical 
procedures that we would expect to be 
reported in association with CPT code 
61795 are assigned to APC 0075 (Level 
V Endoscopy Upper Airway) for CY 
2008. We consider the stereotactic 
guidance service to be an ancillary and 
supportive service that may be 
performed only in the same operative 
session as a procedure that could 
otherwise be performed independently 
of the stereotactic guidance service. 

During its March 2008 meeting, the 
APC Panel recommended that CMS 
report to the APC Panel at its first CY 

2009 meeting the impact of packaging 
on the net payments for patient care. We 
will take this recommendation into 
consideration and determine which data 
we can provide at the first CY 2009 APC 
Panel meeting that would best respond 
to this recommendation. The APC Panel 
also recommended that CMS present 
data at the first CY 2009 APC Panel 
meeting on usage and frequency, 
geographic distribution, and size and 
type of hospitals performing nuclear 
medicine examinations and using 
radioisotopes to ensure that access to 
these services is preserved for Medicare 
beneficiaries. This recommendation is 
discussed in more detail in section 
V.B.2.b. of this proposed rule. 

Hospitals include charges for 
packaged services on their claims, and 
the costs associated with those packaged 
services are then added to the costs of 
separately payable procedures on the 
same claims in establishing payment 
rates for the separately payable services. 
We encourage hospitals to report all 
HCPCS codes that describe packaged 
services that were provided, unless CPT 
or CMS provide other guidance. If a 
HCPCS code is not reported when a 
packaged service is provided, it can be 
challenging to track utilization patterns 
and resource costs. 

For CY 2009, we are proposing to 
further refine our identification of the 
different types of conditionally 
packaged HCPCS codes that were 
previously all assigned status indicator 
‘‘Q’’ (Packaged Services Subject to 
Separate Payment under OPPS Payment 
Criteria) under the OPPS. We are 
proposing to create and assign status 
indicators ‘‘Q1’’ \ (‘‘STVX-Packaged 
Codes’’), ‘‘Q2’’ (‘‘T-Packaged Codes’’), or 
‘‘Q3’’ (Codes that may be paid through 
a composite APC) to each conditionally 
packaged HCPCS code. We refer readers 
to section XIII.A.1. of this proposed rule 
for a complete discussion of status 
indicators and our proposed status 
indicator changes for CY 2009. 

While most conditionally packaged 
HCPCS codes are assigned to only one 
of the conditionally packaged categories 
described above, for CY 2009, we are 
proposing to assign one particular 
HCPCS code to two conditionally 
packaged categories. Specifically, we are 
proposing to treat CPT code 75635 
(Computed tomographic angiography, 
abdominal aorta and bilateral 
iliofemoral lower extremity runoff, with 
contrast material(s), including 
noncontrast images, if performed, and 
image postprocessing) as both a ‘‘T- 
packaged code’’ and a component of 
composite APC 8006 (CT and CTA with 
Contrast Composite). We are proposing 
to assign this code status indicator ‘‘Q2’’ 

in Addendum B and ‘‘Q3’’ in 
Addendum M, to signify its dual 
treatment. For CY 2009, we are 
proposing to first assess whether CPT 
code 75635 would be packaged or 
separately payable, based on its status as 
a ‘‘T-packaged code.’’ If the service 
reported with CPT code 75635 would be 
separately payable due to the absence of 
another procedure on the claim with 
status indicator ‘‘T’’ for the same date of 
service, the code would then be 
assessed in the context of any other 
relevant imaging services reported on 
the claim for the same date of service to 
determine whether payment for CPT 
code 75635 under composite APC 8006 
would be appropriate. If the criteria for 
payment of the code under composite 
APC 8006 are not met, then CPT code 
75635 would be separately paid based 
on the proposed APC 0662 (CT 
Angiography) and its corresponding 
proposed payment rate displayed in 
Addendum B to this proposed rule. 

b. Service-Specific Packaging Issues 
(1) Packaged Services Addressed by 

APC Panel Recommendations 
The Packaging Subcommittee of the 

APC Panel was established to review all 
packaged HCPCS codes. In deciding 
whether to package a service or pay for 
a code separately, we have historically 
considered a variety of factors, 
including whether the service is 
normally provided separately or in 
conjunction with other services; how 
likely it is for the costs of the packaged 
code to be appropriately mapped to the 
separately payable codes with which it 
was performed; and whether the 
expected cost of the service is relatively 
low. As discussed in section II.A.4.a. of 
this proposed rule regarding our 
packaging approach for CY 2008, we 
established packaging criteria that apply 
to seven categories of codes whose 
payments are packaged. Four of the APC 
Panel’s packaging recommendations 
from its March 2008 meeting reference 
codes that are included in the seven 
categories of services that we packaged 
for CY 2008. For these four 
recommendations, we specifically 
applied the packaging considerations 
that apply to those seven categories of 
codes in determining whether a code 
should be proposed as packaged or 
separately payable for CY 2009. 
Specifically, we determined whether a 
service is a dependent service falling 
into one of the seven specified 
categories that is always or almost 
always provided integral to an 
independent service. For those two APC 
Panel recommendations that do not fit 
into any of the seven categories of 
services that were part of the CY 2008 
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packaging approach, we applied the 
packaging criteria noted above that were 
historically used under the OPPS. 
Moreover, we took into consideration 
our interest in possibly expanding the 
size of payment groups for component 
services to provide encounter-based or 
episode-of-care-based payment in the 
future in order to encourage hospital 
efficiency and provide hospitals with 
maximal flexibility to manage their 
resources. 

The Packaging Subcommittee 
reviewed the packaging status of 
numerous HCPCS codes and reported its 
findings to the APC Panel at its March 
2008 meeting. The APC Panel accepted 
the report of the Packaging 
Subcommittee, heard several 
presentations on certain packaged 
services, discussed the deliberations of 
the Packaging Subcommittee, and 
recommended that— 

1. CMS provide additional data to 
support packaging radiation oncology 
guidance services for review by the Data 
Subcommittee at the next APC Panel 
meeting. 

2. CPT code 36592 (Collection of 
blood specimen using established 
central or peripheral catheter, venous, 
not otherwise specified) be treated as an 
‘‘STVX-packaged code’’ for CY 2009 and 
assigned to the same APC as CPT code 
36591 (Collection of blood specimen 
from a completely implantable venous 
access device) until adequate data are 
collected that would enable CMS to 
determine its own payment rate. 

3. HCPCS code A4306 (Disposable 
drug delivery system, flow rate of less 
than 50 mL per hour) remain packaged 
for CY 2009. 

4. CPT code 74305 (Cholangiography 
and/or pancreatography; through 
existing catheter, radiological 
supervision and interpretation) be 
treated as a ‘‘T-packaged code’’ for CY 
2009 and that CMS consider assigning 
this code to APC 0263 (Level I 
Miscellaneous Radiology Procedures). 

5. CMS reinstate separate payment for 
the following intravascular ultrasound 
and intracardiac echocardiography 
codes: CPT codes 37250 (Intravascular 
ultrasound (non-coronary vessel) during 
diagnostic evaluation and/or therapeutic 
intervention; initial vessel); 37251 
(Intravascular ultrasound (non-coronary 
vessel) during diagnostic evaluation 
and/or therapeutic intervention; each 
additional vessel); 92978 (Intravascular 
ultrasound (coronary vessel or graft) 
during diagnostic evaluation and/or 
therapeutic intervention including 
imaging supervision, interpretation and 
report; initial vessel); 92979 
(Intravascular ultrasound (coronary 
vessel or graft) during diagnostic 

evaluation and/or therapeutic 
intervention including imaging 
supervision, interpretation and report; 
each additional vessel); and 93662 
(Intracardiac echocardiography during 
therapeutic/diagnostic intervention, 
including imaging supervision and 
interpretation). 

6. CMS continue to package 
diagnostic radiopharmaceuticals for CY 
2009. 

7. The Packaging Subcommittee 
continue its work. 

We address each of these 
recommendations in turn in the 
discussion that follows. 

Recommendation 1 
In response to the APC Panel’s 

recommendation, we are adopting the 
recommendation and will provide data 
related to radiation oncology guidance 
services to the Data Subcommittee at the 
next APC Panel meeting. For CY 2009, 
we are proposing to maintain the 
packaged status of radiation oncology 
guidance services. These services are 
ancillary and dependent in relation to 
the radiation therapy services with 
which they are most commonly 
furnished. Consistent with the 
principles of a prospective payment 
system, in some cases payment in an 
individual case exceeds the average 
cost, and in other cases payment is less 
than the average cost, but on balance, 
payment should approximate the 
relative cost of the average case. While 
we are aware that some of the radiation 
oncology guidance codes describe 
relatively new technologies, we do not 
believe that beneficiary access to care 
would be harmed by packaging payment 
for radiation oncology guidance 
services. We believe that packaging will 
create incentives for hospitals and their 
physician partners to work together to 
establish appropriate protocols that will 
eliminate unnecessary services where 
they exist and institutionalize 
approaches to providing necessary 
services more efficiently. Therefore, we 
see no basis for treating radiation 
oncology services differently from other 
guidance services that are ancillary and 
dependent to the procedures they 
facilitate. 

Recommendation 2 
For CY 2009, we are adopting the APC 

Panel recommendation and proposing to 
treat CPT code 36592 (Collection of 
blood specimen using established 
central or peripheral catheter, venous, 
not otherwise specified) as an ‘‘STVX- 
packaged code’’ and assigning it to APC 
0624 (Phlebotomy and Minor Vascular 
Access Device Procedures), the same 
APC to which we are proposing to 

assign CPT 36591 code (Collection of 
blood specimen from a completely 
implantable venous access device). 

CPT code 36592 became effective 
January 1, 2008, and was assigned 
interim status indicator ‘‘N’’ in the CY 
2008 OPPS/ASC final rule with 
comment period. Several members of 
the public requested that we change the 
status of this code from unconditionally 
packaged to conditionally packaged, 
thereby paying it identically to CPT 
code 36591. CPT code 36591 also 
became effective January 1, 2008, and 
was assigned interim status indicator 
‘‘Q’’ with treatment as an ‘‘STVX- 
packaged code’’ and assignment to APC 
0624. CPT code 36591 was a direct 
replacement for CPT code 36540, which 
was deleted effective January 1, 2008, 
but was an ‘‘STVX-packaged code’’ with 
assignment to APC 0624 for CY 2007. 
These members of the public stated that 
the resource costs associated with 
drawing blood from an established 
central or peripheral catheter were 
almost identical to the resources 
associated with drawing blood from an 
implanted venous access device. 

We agree that the resource costs 
associated with CPT code 36592 are 
likely similar to the resource costs 
associated with CPT code 36591. When 
cost data for CPT code 36592 are 
available for the CY 2010 OPPS annual 
update, we will reevaluate whether 
assignment to APC 0624 continues to be 
appropriate. 

In summary, for CY 2009, we are 
proposing to change the packaged status 
of CPT code 36592 from 
unconditionally packaged to 
conditionally packaged, as an ‘‘STVX- 
packaged code,’’ which is parallel to the 
proposed treatment of CPT code 36591. 
This service would be paid separately 
when it is provided in an encounter 
without a service assigned status 
indicator ‘‘S,’’ ‘‘T,’’ ‘‘V,’’ or ‘‘X.’’ In all 
other circumstances, its payment would 
be packaged. 

As noted above, for CY 2009, we are 
proposing to further refine our 
identification of the different types of 
conditionally packaged HCPCS codes 
that were previously all assigned status 
indicator ‘‘Q’’ (Packaged Services 
Subject to Separate Payment under 
OPPS Payment Criteria) under the 
OPPS. Therefore, we are proposing to 
assign status indicator’’Q1’’ to CPT code 
36592 for CY 2009, which indicates that 
it is an ‘‘STVX-packaged code.’’ We 
refer readers to section XIII.A.1. for a 
complete discussion of status indicators 
and our proposed status indicator 
changes for CY 2009. 

We note that we expect hospitals to 
follow the CPT guidance related to CPT 
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codes 36591 and 36592 regarding when 
these services should be appropriately 
reported. 

Recommendation 3 
For CY 2009, we are adopting the APC 

Panel’s recommendation and proposing 
to maintain the packaged status of 
HCPCS code A4306 (Disposable drug 
delivery system, flow rate of less than 
50 mL per hour). 

HCPCS code A4306 describes a 
disposable drug delivery system with a 
flow rate of less than 50 mL per hour. 
Beginning in CY 2007, HCPCS code 
A4306 is payable under the OPPS with 
status indicator ‘‘N,’’ indicating that its 
payment is unconditionally packaged. 
We packaged this code because it is 
considered a supply, and under the 
OPPS it is standard to package payment 
for all supplies, including implantable 
and non-implantable supplies, into 
payment for the procedures in which 
the supplies are used. In March 2007, 
we first discussed this code with the 
APC Panel. A manufacturer noted in a 
presentation during the March 2007 
APC Panel meeting that there is a 
particular disposable drug delivery 
system that is reported with HCPCS 
code A4306 that is specifically used to 
treat postoperative pain. The 
manufacturer requested that this code 
be moved to its own APC for CY 2008 
so that the service could receive 
separate payment. During its September 
2007 meeting, the APC Panel 
recommended that this code remain 
packaged for CY 2008 and asked CMS 
to present additional data to the APC 
Panel when available. 

During the APC Panel’s March 2008 
meeting, we provided to the Packaging 
Subcommittee additional cost data 
related to this code. Our CY 2007 
proposed rule claims data indicate that 
HCPCS code A4306 was billed on OPPS 
claims approximately 2,400 times, 
yielding a line-item median cost of 
approximately $4. The individual costs 
for this supply range from $4 per unit 
to $2,056 per unit. The Packaging 
Subcommittee suggested that this code 
may not always be correctly reported by 
hospitals as the data also show that this 
code was frequently billed together with 
computed tomography (CT) scans of 
various regions of the body, without 
surgical procedures on the same date of 
service. The APC Panel speculated that 
this code may be currently reported 
when other types of drug delivery 
devices are utilized for nonsurgical 
procedures or for purposes other than 
the treatment of postoperative pain. It 
was also noted that hospitals may 
actually be appropriately reporting 
HCPCS code A4306, which may be used 

to describe supplies used for purposes 
other than postoperative pain relief. 

In summary, because HCPCS code 
A4306 represents a supply and payment 
of supplies is packaged under the OPPS 
according to longstanding policy, we are 
proposing to maintain the 
unconditionally packaged status of 
HCPCS code A4306 for CY 2009. 

Recommendation 4 
For CY 2009, we are adopting the APC 

Panel’s recommendation and proposing 
to treat CPT code 74305 
(Cholangiography and/or 
pancreatography; through existing 
catheter, radiological supervision and 
interpretation) as a ‘‘T-packaged code’’ 
and assign it to APC 0263 (Level I 
Miscellaneous Radiology Procedures). 

Effective January 1, 2008, CPT code 
74305 is unconditionally packaged and 
falls into the imaging supervision and 
interpretation category of codes that we 
created as part of the CY 2008 packaging 
approach. Several members of the 
public recently noted that CPT code 
74305 may sometimes be provided in a 
single hospital encounter with CPT code 
47505 (Injection procedure for 
cholangiography through an existing 
catheter (eg, percutaneous transepatic or 
T-tube)), which is unconditionally 
packaged itself, when these are the only 
two services reported on a claim. In the 
case where only these two services were 
performed, the hospital would receive 
no separate payment. Our claims data 
indicate that CPT code 74305 is 
infrequently provided without any other 
separately payable services on the same 
date of service. 

Therefore, for CY 2009, we are 
proposing to change the packaged status 
of CPT code 74305 from 
unconditionally packaged to 
conditionally packaged, as a ‘‘T- 
packaged code,’’ which is parallel to the 
treatment of many other conditionally 
packaged imaging supervision and 
interpretation codes. Hospitals would 
receive separate payment for this service 
when it appears on a claim without a 
surgical procedure. The payment for 
this service would be packaged into 
payment for a status indicator ‘‘T’’ 
surgical procedure when it appears on 
the same date as a surgical procedure. 
Hospitals that furnish this imaging 
supervision and interpretation service 
on the same date as an independent 
surgical procedure assigned status 
indicator ‘‘T’’ must bill both services on 
the same claim. 

As noted above, for CY 2009, we are 
proposing to further refine our 
identification of the different types of 
conditionally packaged HCPCS codes 
that were previously all assigned status 

indicator ‘‘Q’’ (Packaged Services 
Subject to Separate Payment under 
OPPS Payment Criteria) under the 
OPPS. Therefore, we are proposing to 
assign status indicator ‘‘Q2’’ to CPT 
code 74305 for CY 2009, which 
indicates that it is a ‘‘T-packaged code.’’ 
We refer readers to section XIII.A.1. for 
a complete discussion of status 
indicators and our proposed status 
indicator changes for CY 2009. 

In summary, for CY 2009, we are 
proposing to change the status indicator 
for CPT code 74305 from ‘‘N’’ to ‘‘Q2,’’ 
with assignment to APC 0263 (Level I 
Miscellaneous Radiology Procedures) 
when it would be separately paid. 

Recommendation 5 
For CY 2009, we are proposing to 

maintain the packaged status of CPT 
codes 37250 (Intravascular ultrasound 
(non-coronary vessel) during diagnostic 
evaluation and/or therapeutic 
intervention; initial vessel); 37251 
(Intravascular ultrasound (non-coronary 
vessel) during diagnostic evaluation 
and/or therapeutic intervention; each 
additional vessel); 92978 (Intravascular 
ultrasound (coronary vessel or graft) 
during diagnostic evaluation and/or 
therapeutic intervention including 
imaging supervision, interpretation and 
report; initial vessel); 92979 
(Intravascular ultrasound (coronary 
vessel or graft) during diagnostic 
evaluation and/or therapeutic 
intervention including imaging 
supervision, interpretation and report; 
each additional vessel); and 93662 
(Intracardiac echocardiography during 
therapeutic/diagnostic intervention, 
including imaging supervision and 
interpretation). We are not adopting the 
APC Panel’s recommendation to pay 
separately for these intraoperative 
intravascular ultrasound (IVUS) and 
intracardiac echocardiography (ICE) 
services for CY 2009. 

These services were newly packaged 
for CY 2008 because they were members 
of the intraoperative category of services 
that were included in the CY 2008 
packaging approach. The intraoperative 
category includes those codes that are 
reported for supportive dependent 
diagnostic testing or other minor 
procedures performed during surgical or 
other independent procedures. Because 
these intraoperative IVUS and ICE 
services support the performance of an 
independent procedure and they are 
provided in the same operative session 
as the independent procedure, we 
packaged their payment into the OPPS 
payment for the independent procedure 
performed. We believe these IVUS and 
ICE services are always integral to and 
dependent upon the independent 
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services that they support and, 
therefore, we believe their payment 
would be appropriately packaged into 
the independent procedure. 

A presenter at the March 2008 APC 
Panel meeting requested separate 
payment for these services, noting that 
they are high cost and provided with 
relatively low frequency compared to 
the services they typically accompany. 
We continue to believe that these 
services are ancillary and dependent in 
relation to the independent cardiac and 
vascular procedures with which they 
are most commonly furnished. We note 
that resource cost was not a factor we 
considered when deciding to package 
intraoperative services. Packaging 
payment for items and services that are 
directly related to performing a 
procedure, even when those packaged 
items and services have variable 
resource costs or different frequencies of 
use in relationship to one another or to 
the independent services into which 
their payment is packaged, has been a 
principle of the OPPS since the 
inception of that payment system. For 
example, once an implantable device is 
no longer eligible for device pass- 
through payment, our standard policy is 
to package the payment for the device 
into the payment for the procedures 
with which the device was reported. 
These former pass-through devices may 
be high or low cost in relationship to the 
other costs of the associated surgical 
procedures, or the devices may be 
implanted in a large or small proportion 
of those surgical procedures, but the 
device payment is nevertheless 
packaged. We do not believe that the 
fact that a procedure may be performed 
with assorted technologies of varying 
resource costs is a sufficient reason to 
pay separately for a particular 
technology that is clearly ancillary and 
dependent in relationship to 
independent associated procedures. We 
acknowledge that the costs associated 
with packaged services may contribute 
more or less to the median cost of the 
independent service, depending on how 
often the dependent service is billed 
with the independent service. 
Consistent with the principles of a 
prospective payment system, in some 
cases payment in an individual case 
exceeds the average cost, and in other 
cases payment is less than the average 
cost, but on balance, payment should 
approximate the relative cost of the 
average case. While we understand that 
these services represent technologies 
that are not commonly used in most 
institutions, we do not believe that 
beneficiary access to care would be 
harmed by packaging payment for IVUS 

and ICE services. We note that IVUS and 
ICE services are existing, established 
technologies and that hospitals have 
provided some of these services in the 
HOPD since the implementation of the 
OPPS in CY 2000. We believe that 
packaging will create incentives for 
hospitals and their physician partners to 
work together to establish appropriate 
protocols that will eliminate 
unnecessary services where they exist 
and institutionalize approaches to 
providing necessary services more 
efficiently. Therefore, we see no basis 
for treating IVUS and ICE services 
differently from other intraoperative 
services that are ancillary and 
dependent to the procedure they 
facilitate. 

In summary, we are proposing to 
maintain the unconditionally packaged 
status of CPT codes 37250, 37251, 
92978, 92979, and 93662 for CY 2009. 

Recommendation 6 
For CY 2009, we are adopting the APC 

Panel recommendation and proposing to 
maintain the packaged status of 
diagnostic radiopharmaceuticals. This 
recommendation is discussed in detail 
in section V.B.2.b. of this proposed rule. 

Recommendation 7 
In response to the APC Panel’s 

recommendation for the Packaging 
Subcommittee to remain active until the 
next APC Panel meeting, we note that 
the APC Panel Packaging Subcommittee 
remains active, and additional issues 
and new data concerning the packaging 
status of codes will be shared for its 
consideration as information becomes 
available. We continue to encourage 
submission of common clinical 
scenarios involving currently packaged 
HCPCS codes to the Packaging 
Subcommittee for its ongoing review, 
and we also encourage 
recommendations of specific services or 
procedures whose payment would be 
most appropriately packaged under the 
OPPS. Additional detailed suggestions 
for the Packaging Subcommittee should 
be submitted by e-mail to 
APCPanel@cms.hhs.gov with Packaging 
Subcommittee in the subject line. 

(2) IVIG Preadministration-Related 
Services 

We are proposing to package payment 
for HCPCS code G0332 (Services for 
intravenous infusion of 
immunoglobulin prior to administration 
(this service is to be billed in 
conjunction with administration of 
immunoglobulin)) for CY 2009. Immune 
globulin is a complicated biological 
product that is developed from human 
plasma obtained from human plasma 

donors. Its purification is a complex 
process that occurs along a very long 
timeline and, therefore, only a small 
number of manufacturers provide 
commercially available products. In past 
years, there have been issues reported 
with the supply of intravenous immune 
globulin (IVIG) due to numerous factors, 
including decreased manufacturing 
capacity, increased usage, more 
sophisticated processing steps, and low 
demand for byproducts from IVIG 
fractionation. 

Under the OPPS, the current CY 2008 
payment methodology for IVIG 
treatments consists of three 
components, which include payment for 
the drug itself (described by a HCPCS J- 
code), administration of the IVIG 
product (described by one or more CPT 
codes), and the preadministration- 
related services (HCPCS code G0332). 
The CY 2009 proposed OPPS payment 
rates for IVIG products are established 
based on the Part B ASP drug 
methodology, as discussed further in 
section V.B.3. of this proposed rule. 
Under the OPPS, payment is made 
separately for the administration of IVIG 
and those services are reported using 
the CPT code for the first hour and, as 
needed, additional hour CPT infusion 
codes. The CY 2009 proposed OPPS 
payments for drug administration 
services are discussed in section VIII.B. 
of this proposed rule. As explained in 
detail in the CY 2006 OPPS, CY 2007 
OPPS/ASC, and CY 2008 OPPS/ASC 
final rules with comment period (70 FR 
68648 to 68650, 71 FR 68092 to 68093, 
and 72 FR 66697 to 66698, respectively), 
we temporarily paid separately for the 
IVIG preadministration-related services 
in CY 2006 through CY 2008 because of 
reported instability in the IVIG 
marketplace due, in part, to the 
implementation of the new ASP 
payment methodology for IVIG drugs. 
Under the CY 2006 and CY 2007 OPPS, 
HCPCS code G0332 was assigned to 
New Technology APC 1502 (New 
Technology—Level II ($50–$100)), with 
a payment rate of $75. For CY 2008, 
HCPCS code G0332 was reassigned to 
APC 0430 (Drug Preadministration- 
Related Services), with a payment rate 
of approximately $38 set prospectively 
based on robust CY 2006 claims data for 
this code. In addition, a separate 
payment for HCPCS code G0332 has 
been made under the MPFS during the 
same time period, CY 2006 to CY 2008. 

We specifically indicated in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66697 through 
66698) that we would consider 
packaging payment for HCPCS code 
G0332 in future years and that we 
intended to reevaluate the 
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appropriateness of separate payment for 
IVIG preadministration-related services 
for the CY 2009 OPPS rulemaking cycle, 
especially as we explore the potential 
for greater packaging under the OPPS. 
We note that the Office of the Inspector 
General’s (OIG’s) study on the 
availability and pricing of IVIG 
published in a report in April 2007 
entitled, ‘‘Intravenous Immune 
Globulin: Medicare Payment and 
Availability (OEI–03–05–00404),’’ found 
that for the third quarter of CY 2006, 
just over half of the IVIG sales to 
hospitals and physicians were at prices 
below Medicare payment amounts. 
Relative to the previous three quarters, 
this represented a substantial increase 
in the percentage of sales with prices 
below Medicare amounts. We have 
reviewed national claims data for IVIG 
drug utilization, as well as utilization of 
the preadministration-related services 
HCPCS code. These data show modest 
increases in the utilization of IVIG drugs 
and the preadministration-related 
services code, which suggest that IVIG 
pricing and access may be improving. 

IVIG preadministration-related 
services are dependent services that are 
always provided in conjunction with 
other separately payable services, such 
as drug administration services, and 
thus are well suited for packaging into 
the payment for the separately payable 
services that they usually accompany. 
The recent findings of the OIG report 
suggest that stability in the IVIG market 
had improved in late CY 2006. No other 
comprehensive studies have been 
presented to indicate continued 
instability in market conditions or 
systematic problems with patient 
access. In addition, beginning July 1, 
2007, six new HCPCS codes for specific 
IVIG products were adopted to 
implement separate payment for these 
products, contributing to generally 
increased payments for IVIG products 
and, we believe, improved market 
stability. Therefore, consistent with our 
OPPS payment policy for the facility 
resources expended to prepare for the 
administration of all other drugs and 
biologicals under the OPPS, we now 
believe that payment for the hospital 
resources required to locate and obtain 
the appropriate IVIG products and to 
schedule patients’ infusions should be 
made through the OPPS payment for the 
associated drug administration services. 
Furthermore, the cost data that we have 
gathered for the services described by 
HCPCS code G0332 since CY 2006, 
including the line-item median cost for 
the code of approximately $38 from CY 
2007 claims data, indicate that the cost 
of the services is relatively low. 

Therefore, because HCPCS code G0332 
meets our historical criteria for 
packaged payment, because we paid 
separately for these services on a 
temporary basis only, and because we 
believe that the reported transient 
market conditions that led us to adopt 
the separate payment for IVIG 
preadministration-related services have 
improved, we now believe that 
packaged payment is more appropriate 
for the CY 2009 OPPS, consistent with 
our ongoing efforts to expand the size of 
the OPPS payment bundles. Therefore, 
we are proposing to assign status 
indicator ‘‘N’’ to HCPCS code G0332 for 
CY 2009. We will continue to work with 
stakeholders of the IVIG industry to 
understand their concerns regarding the 
pricing of IVIG and Medicare 
beneficiary access to this important 
therapy. 

The treatment of these services under 
the MPFS will be addressed separately 
in the CY 2009 MPFS proposed rule. 

B. Proposed Conversion Factor Update 
Section 1833(t)(3)(C)(ii) of the Act 

requires us to update the conversion 
factor used to determine payment rates 
under the OPPS on an annual basis. 
Section 1833(t)(3)(C)(iv) of the Act 
provides that, for CY 2009, the update 
is equal to the hospital inpatient market 
basket percentage increase applicable to 
hospital discharges under section 
1886(b)(3)(B)(iii) of the Act. The 
proposed hospital market basket 
increase for FY 2009 published in the 
IPPS proposed rule on April 30, 2008 is 
3.0 percent (73 FR 23708). To set the 
proposed OPPS conversion factor for CY 
2009, we increased the CY 2008 
conversion factor of $63.694, as 
specified in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66677), by 3.0 percent. Hospitals that 
fail to meet the reporting requirements 
of the Hospital Outpatient Quality Data 
Reporting (HOP QDRP) program are 
subject to a reduction of 2.0 percentage 
points from the market basket update to 
the conversion factor. For a complete 
discussion of the HOP QDRP program, 
we refer readers to section XVI. of this 
proposed rule. 

In accordance with section 
1833(t)(9)(B) of the Act, we further 
adjust the conversion factor annually to 
ensure that any revisions we are 
proposing to our updates for a revised 
wage index and rural adjustment are 
made on a budget neutral basis. We 
calculated an overall budget neutrality 
factor of 1.0010 for wage index changes 
by comparing total payments from our 
simulation model using the FY 2009 
IPPS proposed wage index values to 
those payments using the current (FY 

2008) IPPS wage index values. For CY 
2009, we are not proposing a change to 
our rural adjustment policy. Therefore, 
the budget neutrality factor for the rural 
adjustment is 1.000. 

For CY 2009, in this proposed rule, 
we estimate that allowed pass-through 
spending for both drugs and biologicals 
and devices would equal approximately 
$19 million, which represents 0.07 
percent of total projected OPPS 
spending for CY 2009. Therefore, the 
conversion factor was also adjusted by 
the difference between the 0.09 percent 
pass-through dollars set aside for CY 
2008 and the 0.07 percent estimate for 
CY 2009 pass-through spending. 
Finally, proposed payments for outliers 
remain at 1.0 percent of total OPPS 
payments for CY 2009. 

The proposed market basket increase 
update factor of 3.0 percent for CY 2009, 
the required wage index budget 
neutrality adjustment of approximately 
1.0010, and the proposed adjustment of 
0.02 percent of projected OPPS 
spending for the difference in the pass- 
through set aside result in a proposed 
full market basket conversion factor for 
CY 2009 of $65.684. To calculate the CY 
2009 reduced market basket conversion 
factor for those hospitals that fail to 
meet the requirements of the HOP QDRP 
for the full CY 2009 payment update, we 
made all other adjustments discussed 
above, but used a reduced market basket 
increase update factor of 1.0 percent. 
This results in a proposed reduced 
market basket conversion factor for CY 
2009 of $64.409. 

C. Proposed Wage Index Changes 
Section 1833(t)(2)(D) of the Act 

requires the Secretary to determine a 
wage adjustment factor to adjust, for 
geographic wage differences, the portion 
of the OPPS payment rate, which 
includes the copayment standardized 
amount, that is attributable to labor and 
labor-related cost. This adjustment must 
be made in a budget neutral manner and 
budget neutrality is discussed in section 
II.B. of this proposed rule. 

The OPPS labor-related share is 60 
percent of the national OPPS payment. 
This labor-related share is based on a 
regression analysis that determined that 
approximately 60 percent of the costs of 
services paid under the OPPS were 
attributable to wage costs. We confirmed 
that this labor-related share for 
outpatient services is still appropriate 
during our regression analysis for the 
payment adjustment for rural hospitals 
in the CY 2006 OPPS final rule with 
comment period (70 FR 68553). 
Therefore, we are not proposing to 
revise this policy for the CY 2009 OPPS. 
We refer readers to section II.G. of this 
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proposed rule for a description and 
example of how the wage index for a 
particular hospital is used to determine 
the payment for the hospital. 

As discussed in section II.A.2.c. of 
this proposed rule, for estimating 
national median APC costs, we 
standardize 60 percent of estimated 
claims costs for geographic area wage 
variation using the same FY 2009 pre- 
reclassified wage indices that the IPPS 
uses to standardize costs. This 
standardization process removes the 
effects of differences in area wage levels 
from the determination of a national 
unadjusted OPPS payment rate and the 
copayment amount. 

As published in the original OPPS 
April 7, 2000 final rule with comment 
period (65 FR 18545), the OPPS has 
consistently adopted the final IPPS 
wage indices as the wage indices for 
adjusting the OPPS standard payment 
amounts for labor market differences. 
Thus, the wage index that applies to a 
particular acute short-stay hospital 
under the IPPS will also apply to that 
hospital under the OPPS. As initially 
explained in the September 8, 1998 
OPPS proposed rule, we believed and 
continue to believe that using the IPPS 
wage index as the source of an 
adjustment factor for the OPPS is 
reasonable and logical, given the 
inseparable, subordinate status of the 
HOPD within the hospital overall. In 
accordance with section 1886(d)(3)(E) of 
the Act, the IPPS wage index is updated 
annually. Therefore, in accordance with 
our established policy, we are proposing 
to use the final FY 2009 version of the 
IPPS wage indices used to pay IPPS 
hospitals to adjust the CY 2009 OPPS 
payment rates and copayment amounts 
for geographic differences in labor cost 
for all providers that participate in the 
OPPS, including providers that are not 
paid under the IPPS (referred to in this 
section as ‘‘non-IPPS’’ providers). 

We note that the proposed FY 2009 
IPPS wage indices continue to reflect a 
number of adjustments implemented 
over the past few years, including 
revised Office of Management and 
Budget (OMB) standards for defining 
geographic statistical areas (Core Based 
Statistical Areas or CBSAs), 
reclassification to different geographic 
areas, rural floor provisions and the 
accompanying budget neutrality 
adjustment, an adjustment for out- 
migration labor patterns, an adjustment 
for occupational mix, and a policy for 
allocating hourly wage data among 
campuses of multicampus hospital 
systems that cross CBSAs. In addition, 
our proposed changes to the FY 2009 
IPPS wage index also included a 
revision of the reclassification average 

hourly wage comparison criteria and a 
state-level rural floor and imputed floor 
budget neutrality adjustment applied to 
the wage index. We refer readers to the 
FY 2009 IPPS proposed rule (73 FR 
23617 through 23639) for a detailed 
discussion of these proposed changes to 
the wage index. In addition, we refer 
readers to the CY 2005 OPPS final rule 
with comment period (69 FR 65842 
through 65844) and subsequent OPPS 
rules for a detailed discussion of the 
history of these wage index adjustments 
as applied under the OPPS. 

The IPPS wage index that we are 
proposing to adopt includes all 
reclassifications that are approved by 
the Medicare Geographic Classification 
Review Board (MGCRB) for FY 2009. 
We note that reclassifications under 
section 508 of Pub. L. 108–173 were 
extended by section 106(a) of the MIEA– 
TRHCA and were set to terminate 
September 30, 2007. However, section 
117(a)(1) of the Medicare, Medicaid, and 
SCHIP Extension Act (MMSEA) of 2007 
(Pub. L. 110–173) further extended 
geographic reclassifications under 
section 508 until September 30, 2008. In 
addition, section 117(a)(2) of the 
MMSEA extended certain special 
exception reclassifications as well. On 
February 22, 2008, we published a 
notice in the Federal Register (73 FR 
9807) that indicated how we are 
implementing section 117(a) of the 
MMSEA under the IPPS. We also issued 
a joint signature memorandum on 
January 28, 2008, that explained how 
section 117 of the MMSEA would apply 
to the OPPS. As we stated in that 
memorandum, while most of the 
reclassifications extended by the 
MMSEA would expire September 30, 
2008, for both the IPPS and the OPPS 
(with OPPS hospitals reverting to a 
previous reclassification or home area 
wage index from October 1, 2008, to 
December 31, 2008), special exception 
wage indices for certain hospitals would 
be extended through December 31, 
2008, under the OPPS in order to give 
these hospitals the special exception 
wage index under the OPPS for the 
same time period as under the IPPS. 
Because the MMSEA provisions expire 
in 2008, and are not applicable to FY 
2009, we are not making any proposals 
related to those provisions for the OPPS 
wage index for CY 2009. 

For purposes of the OPPS, we are 
proposing to continue our policy in CY 
2009 to allow non-IPPS hospitals paid 
under the OPPS to qualify for the out- 
migration adjustment if they are located 
in a section 505 out-migration county. 
We note that because non-IPPS 
hospitals cannot reclassify, they are 
eligible for the out-migration wage 

adjustment. Table 4J published in the 
Addendum to the FY 2009 IPPS 
proposed rule identifies counties 
eligible for the out-migration adjustment 
and providers receiving the adjustment. 
As we have done in prior years, we are 
reprinting the Table 4J, as Addendum L 
to this proposed rule, with the addition 
of non-IPPS hospitals that would 
receive the section 505 out-migration 
adjustment under the CY 2009 OPPS. 

As stated earlier in this section, we 
continue to believe that using the IPPS 
wage index as the source of an 
adjustment factor for the OPPS is 
reasonable and logical, given the 
inseparable, subordinate status of the 
HOPD within the hospital overall. 
Therefore, we are proposing to use the 
final FY 2009 IPPS wage indices for 
calculating the OPPS payments in CY 
2009. With the exception of the out- 
migration wage adjustment table 
(Addendum L to this proposed rule), 
which includes non-IPPS hospitals paid 
under the OPPS, we are not reprinting 
the proposed FY 2009 IPPS wage 
indices referenced in this discussion of 
the wage index. We refer readers to the 
CMS Web site for the OPPS at: http:// 
www.cms.hhs.gov/providers/hopps. At 
this link, the reader will find a link to 
the proposed FY 2009 IPPS wage 
indices tables. 

D. Proposed Statewide Average Default 
CCRs 

CMS uses CCRs to determine outlier 
payments, payments for pass-through 
devices, and monthly interim 
transitional corridor payments under 
the OPPS. Some hospitals do not have 
a CCR because there is no cost report 
available. For these hospitals, CMS uses 
the statewide average default CCRs to 
determine the payments mentioned 
above until a hospital’s Medicare 
contractor is able to calculate the 
hospital’s actual CCR from its most 
recently submitted Medicare cost report. 
These hospitals include, but are not 
limited to, hospitals that are new, have 
not accepted assignment of an existing 
hospital’s provider agreement, and have 
not yet submitted a cost report. CMS 
also uses the statewide average default 
CCRs to determine payments for 
hospitals that appear to have a biased 
CCR, that is, the CCR falls outside 
predetermined floor and ceiling 
thresholds for a valid CCR, or for 
hospitals whose most recent cost report 
reflects an all-inclusive rate status 
(Section 10.11, Chapter 4, Medicare 
Claims Processing Manual Pub. 100–04). 
In this proposed rule, we are proposing 
to update the default ratios for CY 2009 
using the most recent cost report data, 
and we are proposing to codify our 
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policies for using the default ratios for 
hospitals that do not have a CCR for 
outlier payments specifically. We refer 
readers to section II.F. of this proposed 
rule where we discuss this proposal for 
default CCRs as part of our broader 
proposal to implement an outlier 
reconciliation process similar to that 
implemented under the IPPS. 

For CY 2009, we used our standard 
methodology of calculating the 
statewide default CCRs using the same 
hospital overall CCRs that we use to 
adjust charges to costs on claims data. 
Table 9 lists the proposed CY 2009 
default urban and rural CCRs by State 
and compares them to last year’s default 
CCRs. These CCRs are the ratio of total 
costs to total charges from each 
provider’s most recently submitted cost 
report, for those cost centers relevant to 
outpatient services weighted by 

Medicare Part B charges. We also 
adjusted ratios from submitted cost 
reports to reflect final settled status by 
applying the differential between settled 
to submitted costs and charges from the 
most recent pair of final settled and 
submitted cost reports. We then 
weighted each hospital’s CCR by claims 
volume corresponding to the year of the 
majority of cost reports used to calculate 
the overall CCR. We refer readers to 
section II.E. of the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66680 through 66682) and prior OPPS 
rules for a more detailed discussion of 
our established methodology for 
calculating the statewide average default 
CCRs, including the hospitals used in 
our calculations and trimming criteria. 

For this proposed rule, approximately 
38 percent of the submitted cost reports 
represented data for cost reporting 

periods ending in CY 2005 and 60 
percent were for cost reporting periods 
ending in CY 2006. Table 9 lists the 
proposed CY 2009 default urban and 
rural CCRs by State and compares them 
to last year’s default CCRs. For 
Maryland, we used an overall weighted 
average CCR for all hospitals in the 
nation as a substitute for Maryland 
CCRs. Few providers in Maryland are 
eligible to receive payment under the 
OPPS, which limits the data available to 
calculate an accurate and representative 
CCR. In general, observed changes 
between CY 2008 and CY 2009 are 
modest and the few significant changes 
are associated with a small number of 
hospitals. The national urban and rural 
CCRs observed for Maryland changed by 
less than 1 percent. 

TABLE 9.—PROPOSED CY 2009 STATEWIDE AVERAGE CCRS 

State Urban/rural 
Proposed 
CY 2009 

default CCR 

Previous 
default CCR 

(CY 2008 
OPPS final 

rule) 

ALASKA ............................................................................ RURAL ............................................................................. 0.562 0.537 
ALASKA ............................................................................ URBAN ............................................................................. 0.351 0.351 
ALABAMA ......................................................................... RURAL ............................................................................. 0.223 0.228 
ALABAMA ......................................................................... URBAN ............................................................................. 0.210 0.213 
ARKANSAS ....................................................................... RURAL ............................................................................. 0.258 0.266 
ARKANSAS ....................................................................... URBAN ............................................................................. 0.276 0.270 
ARIZONA .......................................................................... RURAL ............................................................................. 0.269 0.264 
ARIZONA .......................................................................... URBAN ............................................................................. 0.232 0.232 
CALIFORNIA ..................................................................... RURAL ............................................................................. 0.223 0.232 
CALIFORNIA ..................................................................... URBAN ............................................................................. 0.221 0.218 
COLORADO ...................................................................... RURAL ............................................................................. 0.355 0.355 
COLORADO ...................................................................... URBAN ............................................................................. 0.251 0.254 
CONNECTICUT ................................................................ RURAL ............................................................................. 0.394 0.391 
CONNECTICUT ................................................................ URBAN ............................................................................. 0.337 0.339 
DISTRICT OF COLUMBIA ............................................... URBAN ............................................................................. 0.329 0.346 
DELAWARE ...................................................................... RURAL ............................................................................. 0.298 0.302 
DELAWARE ...................................................................... URBAN ............................................................................. 0.368 0.400 
FLORIDA ........................................................................... RURAL ............................................................................. 0.212 0.219 
FLORIDA ........................................................................... URBAN ............................................................................. 0.194 0.198 
GEORGIA ......................................................................... RURAL ............................................................................. 0.273 0.279 
GEORGIA ......................................................................... URBAN ............................................................................. 0.262 0.269 
HAWAII ............................................................................. RURAL ............................................................................. 0.371 0.373 
HAWAII ............................................................................. URBAN ............................................................................. 0.345 0.317 
IOWA ................................................................................. RURAL ............................................................................. 0.346 0.349 
IOWA ................................................................................. URBAN ............................................................................. 0.317 0.325 
IDAHO ............................................................................... RURAL ............................................................................. 0.434 0.445 
IDAHO ............................................................................... URBAN ............................................................................. 0.419 0.414 
ILLINOIS ........................................................................... RURAL ............................................................................. 0.286 0.286 
ILLINOIS ........................................................................... URBAN ............................................................................. 0.272 0.271 
INDIANA ............................................................................ RURAL ............................................................................. 0.306 0.313 
INDIANA ............................................................................ URBAN ............................................................................. 0.299 0.301 
KANSAS ............................................................................ RURAL ............................................................................. 0.317 0.318 
KANSAS ............................................................................ URBAN ............................................................................. 0.241 0.240 
KENTUCKY ....................................................................... RURAL ............................................................................. 0.240 0.244 
KENTUCKY ....................................................................... URBAN ............................................................................. 0.264 0.262 
LOUISIANA ....................................................................... RURAL ............................................................................. 0.280 0.271 
LOUISIANA ....................................................................... URBAN ............................................................................. 0.268 0.277 
MARYLAND ...................................................................... RURAL ............................................................................. 0.307 0.308 
MARYLAND ...................................................................... URBAN ............................................................................. 0.283 0.284 
MASSACHUSETTS .......................................................... URBAN ............................................................................. 0.342 0.338 
MAINE ............................................................................... RURAL ............................................................................. 0.445 0.433 
MAINE ............................................................................... URBAN ............................................................................. 0.425 0.424 
MICHIGAN ........................................................................ RURAL ............................................................................. 0.326 0.331 
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TABLE 9.—PROPOSED CY 2009 STATEWIDE AVERAGE CCRS—Continued 

State Urban/rural 
Proposed 
CY 2009 

default CCR 

Previous 
default CCR 

(CY 2008 
OPPS final 

rule) 

MICHIGAN ........................................................................ URBAN ............................................................................. 0.328 0.318 
MINNESOTA ..................................................................... RURAL ............................................................................. 0.497 0.499 
MINNESOTA ..................................................................... URBAN ............................................................................. 0.340 0.342 
MISSOURI ........................................................................ RURAL ............................................................................. 0.277 0.289 
MISSOURI ........................................................................ URBAN ............................................................................. 0.282 0.292 
MISSISSIPPI ..................................................................... RURAL ............................................................................. 0.265 0.267 
MISSISSIPPI ..................................................................... URBAN ............................................................................. 0.216 0.217 
MONTANA ........................................................................ RURAL ............................................................................. 0.444 0.453 
MONTANA ........................................................................ URBAN ............................................................................. 0.452 0.450 
NORTH CAROLINA .......................................................... RURAL ............................................................................. 0.284 0.286 
NORTH CAROLINA .......................................................... URBAN ............................................................................. 0.305 0.321 
NORTH DAKOTA ............................................................. RURAL ............................................................................. 0.363 0.379 
NORTH DAKOTA ............................................................. URBAN ............................................................................. 0.357 0.378 
NEBRASKA ....................................................................... RURAL ............................................................................. 0.345 0.347 
NEBRASKA ....................................................................... URBAN ............................................................................. 0.292 0.290 
NEW HAMPSHIRE ........................................................... RURAL ............................................................................. 0.374 0.375 
NEW HAMPSHIRE ........................................................... URBAN ............................................................................. 0.311 0.337 
NEW JERSEY ................................................................... URBAN ............................................................................. 0.272 0.276 
NEW MEXICO .................................................................. RURAL ............................................................................. 0.270 0.275 
NEW MEXICO .................................................................. URBAN ............................................................................. 0.344 0.353 
NEVADA ........................................................................... RURAL ............................................................................. 0.311 0.329 
NEVADA ........................................................................... URBAN ............................................................................. 0.200 0.200 
NEW YORK ...................................................................... RURAL ............................................................................. 0.414 0.417 
NEW YORK ...................................................................... URBAN ............................................................................. 0.396 0.402 
OHIO ................................................................................. RURAL ............................................................................. 0.359 0.354 
OHIO ................................................................................. URBAN ............................................................................. 0.263 0.268 
OKLAHOMA ...................................................................... RURAL ............................................................................. 0.279 0.288 
OKLAHOMA ...................................................................... URBAN ............................................................................. 0.241 0.245 
OREGON .......................................................................... RURAL ............................................................................. 0.320 0.321 
OREGON .......................................................................... URBAN ............................................................................. 0.374 0.366 
PENNSYLVANIA ............................................................... RURAL ............................................................................. 0.285 0.298 
PENNSYLVANIA ............................................................... URBAN ............................................................................. 0.232 0.241 
PUERTO RICO ................................................................. URBAN ............................................................................. 0.514 0.474 
RHODE ISLAND ............................................................... URBAN ............................................................................. 0.295 0.308 
SOUTH CAROLINA .......................................................... RURAL ............................................................................. 0.260 0.258 
SOUTH CAROLINA .......................................................... URBAN ............................................................................. 0.245 0.244 
SOUTH DAKOTA .............................................................. RURAL ............................................................................. 0.333 0.334 
SOUTH DAKOTA .............................................................. URBAN ............................................................................. 0.269 0.289 
TENNESSEE .................................................................... RURAL ............................................................................. 0.253 0.256 
TENNESSEE .................................................................... URBAN ............................................................................. 0.229 0.241 
TEXAS .............................................................................. RURAL ............................................................................. 0.268 0.271 
TEXAS .............................................................................. URBAN ............................................................................. 0.246 0.242 
UTAH ................................................................................ RURAL ............................................................................. 0.417 0.416 
UTAH ................................................................................ URBAN ............................................................................. 0.433 0.406 
VIRGINIA .......................................................................... RURAL ............................................................................. 0.268 0.268 
VIRGINIA .......................................................................... URBAN ............................................................................. 0.275 0.275 
VERMONT ........................................................................ RURAL ............................................................................. 0.409 0.416 
VERMONT ........................................................................ URBAN ............................................................................. 0.408 0.340 
WASHINGTON ................................................................. RURAL ............................................................................. 0.357 0.358 
WASHINGTON ................................................................. URBAN ............................................................................. 0.360 0.368 
WISCONSIN ..................................................................... RURAL ............................................................................. 0.399 0.384 
WISCONSIN ..................................................................... URBAN ............................................................................. 0.357 0.362 
WEST VIRGINIA ............................................................... RURAL ............................................................................. 0.295 0.298 
WEST VIRGINIA ............................................................... URBAN ............................................................................. 0.361 0.360 
WYOMING ........................................................................ RURAL ............................................................................. 0.421 0.449 
WYOMING ........................................................................ URBAN ............................................................................. 0.333 0.351 

E. Proposed OPPS Payment to Certain 
Rural Hospitals 

1. Hold Harmless Transitional Payment 
Changes Made by Pub. L. 109–171 
(DRA) 

When the OPPS was implemented, 
every provider was eligible to receive an 

additional payment adjustment (called 
either transitional corridor payment or 
transitional outpatient payment) if the 
payments it received for covered 
outpatient department (OPD) services 
under the OPPS were less than the 
payments it would have received for the 
same services under the prior 

reasonable cost-based system. Section 
1833(t)(7) of the Act provides that the 
transitional corridor payments are 
temporary payments for most providers 
to ease their transition from the prior 
reasonable cost-based payment system 
to the OPPS system. There are two 
exceptions, cancer hospitals and 
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children’s hospitals, to this provision 
and those hospitals receive the 
transitional corridor payments on a 
permanent basis. Section 1833(t)(7)(D)(i) 
of the Act originally provided for 
transitional corridor payments to rural 
hospitals with 100 or fewer beds for 
covered OPD services furnished before 
January 1, 2004. However, section 411 
of Pub. L. 108–173 amended section 
1833(t)(7)(D)(i) of the Act to extend 
these payments through December 31, 
2005, for rural hospitals with 100 or 
fewer beds. Section 411 also extended 
the transitional corridor payments to 
sole community hospitals (SCHs) 
located in rural areas for services 
furnished during the period that begins 
with the provider’s first cost reporting 
period beginning on or after January 1, 
2004, and ended on December 31, 2005. 
Accordingly, the authority for making 
transitional corridor payments under 
section 1833(t)(7)(D)(i) of the Act, as 
amended by section 411 of Pub. L. 108– 
173, for rural hospitals having 100 or 
fewer beds and SCHs located in rural 
areas expired on December 31, 2005. 

Section 5105 of Pub. L. 109–171 
reinstituted the hold harmless 
transitional outpatient payments (TOPs) 
for covered OPD services furnished on 
or after January 1, 2006, and before 
January 1, 2009, for rural hospitals 
having 100 or fewer beds that are not 
SCHs. When the OPPS payment is less 
than the payment the provider would 
have received under the previous 
reasonable cost-based system, the 
amount of payment is increased by 95 
percent of the amount of the difference 
between the two payment systems for 
CY 2006, by 90 percent of the amount 
of that difference for CY 2007, and by 
85 percent of the amount of that 
difference for CY 2008. 

For CY 2006, we implemented section 
5105 of Pub. L. 109–171 through 
Transmittal 877, issued on February 24, 
2006. We did not specifically address 
whether TOPs apply to essential access 
community hospitals (EACHs), which 
are considered to be SCHs under section 
1886(d)(5)(D)(iii)(III) of the Act. 
Accordingly, under the statute, EACHs 
are treated as SCHs. Therefore, we 
believed and continue to believe that 
EACHs are not currently eligible for 
TOPs under Pub. L. 109–171. However, 
they are eligible for the adjustment for 
rural SCHs. In the CY 2007 OPPS/ASC 
final rule with comment period (71 FR 
68010 and 68228), we updated 
§ 419.70(d) to reflect the requirements of 
Pub. L. 109–171. 

Effective for services provided on or 
after January 1, 2009, rural hospitals 
having 100 or fewer beds that are not 
SCHs will no longer be eligible for hold 

harmless TOPs, in accordance with 
section 5105 of Pub. L. 109–171. 

2. Proposed Adjustment for Rural SCHs 
Implemented in CY 2006 Related to 
Pub. L. 108–173 (MMA) 

In the CY 2006 OPPS final rule with 
comment period (70 FR 68556), we 
finalized a payment increase for rural 
SCHs of 7.1 percent for all services and 
procedures paid under the OPPS, 
excluding drugs, biologicals, 
brachytherapy seeds, and services paid 
under pass-through payment policy in 
accordance with section 1833(t)(13)(B) 
of the Act, as added by section 411 of 
Pub. L. 108–173. Section 411 gave the 
Secretary the authority to make an 
adjustment to OPPS payments for rural 
hospitals, effective January 1, 2006, if 
justified by a study of the difference in 
costs by APC between hospitals in rural 
and urban areas. Our analysis showed a 
difference in costs for rural SCHs. 
Therefore, we implemented a payment 
adjustment for only those hospitals 
beginning January 1, 2006. 

In CY 2007, we became aware that we 
did not specifically address whether the 
adjustment applies to EACHs, which are 
considered to be SCHs under section 
1886(d)(5)(D)(iii)(III) of the Act. Thus, 
under the statute, EACHs are treated as 
SCHs. Therefore, in the CY 2007 OPPS/ 
ASC final rule with comment period (71 
FR 68010 and 68227), for purposes of 
receiving this rural adjustment, we 
revised § 419.43(g) to clarify that EACHs 
are also eligible to receive the rural SCH 
adjustment, assuming these entities 
otherwise meet the rural adjustment 
criteria. Currently, fewer than 10 
hospitals are classified as EACHs and as 
of CY 1998, under section 4201(c) of 
Pub. L. 105–33, a hospital can no longer 
become newly classified as an EACH. 

This adjustment for rural SCHs is 
budget neutral and applied before 
calculating outliers and copayment. As 
stated in the CY 2006 OPPS final rule 
with comment period (70 FR 68560), we 
would not reestablish the adjustment 
amount on an annual basis, but we note 
that we may review the adjustment in 
the future and, if appropriate, would 
revise the adjustment. 

For CY 2009, we are proposing to 
continue our current policy of a budget 
neutral 7.1 percent payment increase for 
rural SCHs, including EACHs, for all 
services and procedures paid under the 
OPPS, excluding drugs, biologicals, and 
services paid under the pass-through 
payment policy in accordance with 
section 1833(t)(13)(B) of the Act. This 
adjustment is in accordance with 
section 411 of the MMA, which gave the 
Secretary the authority to make an 
adjustment to OPPS payments for rural 

hospitals, if justified by a study of the 
difference in costs by APC between 
hospitals in rural and urban areas. Our 
past analysis showed a difference in 
costs only for rural SCHs, and we 
implemented a payment adjustment for 
those hospitals beginning January 1, 
2006. For CY 2009, we also are 
proposing to continue to include 
brachytherapy sources in the group of 
services eligible for the 7.1 percent 
payment increase because we are 
proposing to pay them at prospective 
rates based on their median costs as 
calculated from historical claims data. 
We intend to reassess the 7.1 percent 
adjustment in the near future by 
examining differences between urban 
and rural hospitals’ costs using updated 
claims, cost, and provider information. 
In that process, we will include 
brachytherapy sources in each hospital’s 
mix of services. 

F. Proposed Hospital Outpatient Outlier 
Payments 

1. Background 
Currently, the OPPS pays outlier 

payments on a service-by-service basis. 
For CY 2008, the outlier threshold is 
met when the cost of furnishing a 
service or procedure by a hospital 
exceeds 1.75 times the APC payment 
amount and exceeds the APC payment 
rate plus a $1,575 fixed-dollar 
threshold. We introduced a fixed-dollar 
threshold in CY 2005 in addition to the 
traditional multiple threshold in order 
to better target outliers to those high 
cost and complex procedures where a 
very costly service could present a 
hospital with significant financial loss. 
If a hospital meets both of these 
conditions, the multiple threshold and 
the fixed-dollar threshold, the outlier 
payment is calculated as 50 percent of 
the amount by which the cost of 
furnishing the service exceeds 1.75 
times the APC payment rate. This 
outlier payment has historically been 
considered a final payment by 
longstanding OPPS policy. 

It has been our policy for the past 
several years to report the actual amount 
of outlier payments as a percent of total 
spending in the claims being used to 
model the proposed OPPS. An 
accounting error for CY 2005, CY 2006, 
and CY 2007 inflated CMS’ estimates of 
OPPS expenditures, which led us to 
underestimate outlier payment as a 
percentage of total OPPS spending in 
prior rules. Total OPPS expenditures 
have been revised downward, and we 
have accordingly revised our outlier 
payment estimates. We further note that 
the CY 2005 outlier payment estimate 
included in the CY 2007 OPPS/ASC 
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final rule with comment period (71 FR 
68010) has not changed based on 
revised spending estimates. However, 
we previously stated that CY 2006 
outlier payment was equal to 1.1 
percent of OPPS expenditures for CY 
2006 (72 FR 66685), but based on our 
revised numbers, actual outlier 
payments are equal to approximately 1.3 
percent of CY 2006 OPPS expenditures. 
Our current estimate of total outlier 
payments as a percent of total CY 2007 
OPPS payment, using available CY 2007 
claims and the revised OPPS 
expenditure estimate, is approximately 
0.9 percent. For CY 2007, the estimated 
outlier payment was set at 1.0 percent 
of the total aggregated OPPS payments. 
Therefore, for CY 2007 we estimate that 
we paid approximately 0.1 percent less 
than the CY 2007 outlier target of 1.0 
percent of total aggregated OPPS 
payments. We will update our estimate 
of CY 2007 outlier spending in the CY 
2009 OPPS/ASC final rule with 
comment period. 

As explained in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66685), we set our projected target 
for aggregate outlier payments at 1.0 
percent of aggregate total payments 
under the OPPS for CY 2008. The 
outlier thresholds were set so that 
estimated CY 2008 aggregate outlier 
payments would equal 1.0 percent of 
aggregate total payments under the 
OPPS. Using the same set of CY 2007 
claims and CY 2008 payment rates, we 
currently estimate that outlier payments 
for CY 2008 would be approximately 0.8 
percent of total CY 2008 OPPS 
payments. The difference between 1.0 
percent and 0.8 percent is reflected in 
the regulatory impact analysis in section 
XXI.B. of this proposed rule. We note 
that we provide estimated CY 2009 
outlier payments for hospitals and 
CMHCs with claims included in the 
claims data that we used to model 
impacts on the CMS Web site in the 
Hospital-Specific Impacts—Provider- 
Specific Data file on the CMS Web site 
at: http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/. 

2. Proposed Outlier Calculation 
For CY 2009, we are proposing to 

continue our policy of setting aside 1.0 
percent of aggregate total payments 
under the OPPS for outlier payments. 
We are proposing that a portion of that 
1.0 percent, specifically 0.07 percent, 
would be allocated to CMHCs for partial 
hospitalization program outlier 
payments. This is the amount of 
estimated outlier payments that would 
result from the proposed CMHC outlier 
threshold of 3.40 times the CY 2009 
PHP APC payment rates, as a proportion 

of all payments dedicated to outlier 
payments. For further discussion of 
CMHC outlier payments, we refer 
readers to section X.B.4. of this 
proposed rule. 

To ensure that estimated CY 2009 
aggregate outlier payments would equal 
1.0 percent of estimated aggregate total 
payments under the OPPS, we are 
proposing that the hospital outlier 
threshold be set so that outlier payments 
would be triggered when the cost of 
furnishing a service or procedure by a 
hospital exceeds 1.75 times the APC 
payment amount and exceeds the APC 
payment rate plus an $1,800 fixed-dollar 
threshold. This proposed threshold 
reflects the methodology discussed 
below, as well as proposed APC 
recalibration for CY 2009. 

We calculated the fixed-dollar 
threshold for this proposed rule using 
largely the same methodology as we did 
in CY 2008. For purposes of estimating 
outlier payments for this proposed rule, 
we used the CCRs available in the April 
2008 update to the OPSF. 

The claims that we use to model each 
OPPS update lag by 2 years. For this 
proposed rule, we used CY 2007 claims 
to model the CY 2009 OPPS. In order to 
estimate CY 2009 hospital outlier 
payments for this proposed rule, we 
inflated the charges on the CY 2007 
claims using the same inflation factor of 
1.1204 that we used to estimate the IPPS 
fixed-dollar outlier threshold for the FY 
2009 IPPS proposed rule. For 1 year, the 
inflation factor is 1.0585. The 
methodology for determining this 
charge inflation factor was discussed in 
the FY 2009 IPPS proposed rule (73 FR 
23710 through 23711). As we stated in 
the CY 2005 OPPS final rule with 
comment period (69 FR 65845), we 
believe that the use of this charge 
inflation factor is appropriate for the 
OPPS because, with the exception of the 
routine service cost centers, hospitals 
use the same cost centers to capture 
costs and charges across inpatient and 
outpatient services. 

As noted in the CY 2007 OPPS/ASC 
final rule with comment period (71 FR 
68011), we are concerned that we may 
systematically overestimate the OPPS 
hospital outlier threshold if we did not 
apply a CCR inflation adjustment factor. 
Therefore, we are proposing to apply the 
same CCR inflation adjustment factor 
that we proposed to apply for the FY 
2009 IPPS outlier calculation to the 
CCRs used to simulate the CY 2009 
OPPS outlier payments that determined 
the fixed-dollar threshold. Specifically, 
for CY 2009, we are proposing to apply 
an adjustment of 0.9920 to the CCRs that 
are currently in the April 2008 OPSF to 
trend them forward from CY 2008 to CY 

2009. The methodology for calculating 
this adjustment is discussed in the FY 
2009 IPPS proposed rule (73 FR 23710 
through 23711). 

Therefore, to model hospital outliers 
for this proposed rule, we applied the 
overall CCRs from the April 2008 OPSF 
file after adjustment (using the proposed 
CCR inflation adjustment factor of 
0.9920 to approximate CY 2009 CCRs) to 
charges on CY 2007 claims that were 
adjusted (using the proposed charge 
inflation factor of 1.1204 to approximate 
CY 2009 charges). We simulated 
aggregated CY 2009 hospital outlier 
payments using these costs for several 
different fixed-dollar thresholds, 
holding the 1.75 multiple constant and 
assuming that outlier payment would 
continue to be made at 50 percent of the 
amount by which the cost of furnishing 
the service would exceed 1.75 times the 
APC payment amount, until the total 
outlier payments equaled 1.0 percent of 
aggregated estimated total CY 2009 
OPPS payments. We estimate that a 
proposed fixed-dollar threshold of 
$1,800, combined with the proposed 
multiple threshold of 1.75 times the 
APC payment rate, would allocate 1.0 
percent of aggregated total OPPS 
payments to outlier payments. We are 
proposing to continue to make an 
outlier payment that equals 50 percent 
of the amount by which the cost of 
furnishing the service exceeds 1.75 
times the APC payment amount when 
both the 1.75 multiple threshold and the 
fixed-dollar $1,800 threshold are met. 
For CMHCs, if a CMHC’s cost for partial 
hospitalization exceeds 3.40 times the 
payment rate for APC 0172 (Level I 
Partial Hospitalization (3 services)) or 
APC 0173 (Level II Partial 
Hospitalization (4 or more services)), the 
outlier payment is calculated as 50 
percent of the amount by which the cost 
exceeds 3.40 times the APC payment 
rate. 

New section 1833(t)(17)(A) of the Act, 
which applies to hospitals as defined 
under section 1886(d)(1)(B) of the Act, 
requires that hospitals that fail to report 
data required for the quality measures 
selected by the Secretary, in the form 
and manner required by the Secretary 
under 1833(t)(17)(B) of the Act, incur a 
2.0 percentage point reduction to their 
OPD fee schedule increase factor, that 
is, the annual payment update factor. 
The application of a reduced OPD fee 
schedule increase factor results in 
reduced national unadjusted payment 
rates that will apply to certain 
outpatient items and services performed 
by hospitals that are required to report 
outpatient quality data and that fail to 
meet the HOP QDRP requirements. For 
hospitals that fail to meet the HOP 
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QDRP quality data reporting 
requirements, we are proposing that the 
hospitals’ costs would be compared to 
the reduced payments for purposes of 
outlier eligibility and payment 
calculation. We believe no changes in 
the regulation text would be necessary 
to implement this policy because using 
the reduced payment for these outlier 
eligibility and payment calculations is 
contemplated in the current regulations 
at § 419.43(d). This proposal conforms 
to current practice under the IPPS in 
this regard. Specifically, under the IPPS, 
for purposes of determining the 
hospital’s eligibility for outlier 
payments, the hospital’s estimated 
operating costs for a discharge are 
compared to the outlier cost threshold 
based on the hospital’s actual DRG 
payment for the case. For more 
information on the HOP QDRP, we refer 
readers to section XVI. of this proposed 
rule. 

3. Outlier Reconciliation 
As provided in section 1833(t)(5) of 

the Act, and described in the CY 2001 
final rule with comment period (65 FR 
18498), we initiated the use of a 
provider-specific overall CCR to 
estimate a hospital’s or CMHC’s costs 
from billed charges on a claim to 
determine whether a service’s cost was 
significantly higher than the APC 
payment to qualify for outlier payment. 
Currently, these facility-specific overall 
CCRs are determined using the most 
recent settled or tentatively settled cost 
report for each facility. At the end of the 
cost reporting period, the hospital or 
CMHC submits a cost report to its 
Medicare contractor, who then 
calculates the overall CCR that is used 
to determine outlier payments for the 
facility. We believe the intent of the 
statute is that outlier payments would 
be made only in situations where the 
cost of a service provided is 
extraordinarily high. For example, 
under our existing outlier methodology, 
a hospital’s billed current charges may 
be significantly higher than the charges 
included in the hospital’s overall CCR 
that is used to calculate outlier 
payments, while the hospital’s costs are 
more similar to the costs included in the 
overall CCR. In this case, the hospital’s 
overall CCR used to calculate outlier 
payments is not representative of the 
hospital’s current charge structure. The 
overall CCR applied to the hospital’s 
billed charges would estimate an 
inappropriately high cost for the service, 
resulting in inappropriately high outlier 
payments. This is contrary to the goal of 
outlier payments, which are intended to 
reduce the hospital’s financial risk 
associated with services that have 

especially high costs. The reverse could 
be true as well, if a hospital significantly 
lowered its current billed charges in 
relationship to its costs, which would 
result in inappropriately low outlier 
payments. 

For CY 2009, we are proposing to 
address vulnerabilities in the OPPS 
outlier payment system that lead to 
differences between billed charges and 
charges included in the overall CCR 
used to estimate cost. Our proposal 
would apply to all hospitals and CMHCs 
paid under the OPPS. The main 
vulnerability in the OPPS outlier 
payment system is the time lag between 
the CCRs from the latest settled cost 
report and current charges that create 
the potential for hospitals and CMHCs 
to set their own charges to exploit the 
delay in calculating new CCRs. A 
facility can increase its outlier payments 
during this time lag by increasing its 
charges significantly in relation to its 
cost increases. The time lag may lead to 
inappropriately high CCRs relative to 
billed charges that overestimate cost, 
and as a result, greater outlier payments. 
Therefore, we are taking steps to ensure 
that outlier payments appropriately 
account for financial risk when 
providing an extraordinarily costly and 
complex service, while only being made 
for services that legitimately qualify for 
the additional payment. 

We believe that some CMHCs may 
have historically increased and 
decreased their charges in response to 
Medicare outlier payment policies. The 
HHS Office of the Inspector General 
(OIG) has published several reports that 
found that CMHCs took advantage of 
vulnerabilities in the outpatient outlier 
payment methodology by increasing 
their billed charges after their CCRs 
were established to garner greater 
outlier payments (DHHS OIG June 2007, 
A–07–06–0459, page 2). We discuss the 
OIG’s most recent report and 
accompanying recommendations in 
section XIV.C. of this proposed rule. We 
similarly noted in the CY 2004 OPPS 
final rule with comment period (68 FR 
63470) that some CMHCs manipulated 
their charges in order to inappropriately 
receive outlier payments. 

To address these vulnerabilities in the 
area of the OPPS outlier payment 
methodology, we are proposing to 
update our regulations to codify two 
existing longstanding OPPS policies, as 
discussed in further detail below. For 
the CY 2009 OPPS, we are also 
proposing to incorporate outlier policies 
comparable to those that have been 
included in several Medicare 
prospective payment systems, in 
particular the IPPS (68 FR 34494). 
Specifically, we are proposing to allow 

Medicare contractors to use a different 
CCR in certain circumstances to 
estimate costs, and we are proposing to 
require reconciliation of outlier 
payments in certain circumstances. We 
believe that all these proposed changes 
would address most of the current 
vulnerabilities present in the OPPS 
outlier payment system. 

First, we are proposing to update the 
regulations to codify two existing outlier 
policies. These policies are currently 
stated in Pub 100–04, Chapter 4, section 
10.11.1 of the Internet-Only Manual, as 
updated via Transmittal 1445, Change 
Request 5946, dated February 8, 2008. 
To be consistent with our manual 
instructions, for CY 2009, we are 
proposing to revise 42 CFR 419.43 to 
add two new paragraphs (d)(5)(ii) and 
(d)(5)(iii). Specifically, we are proposing 
to add new paragraph (d)(5)(ii) to 
incorporate rules governing the overall 
ancillary CCR applied to processed 
claims and new paragraph (d)(5)(iii) to 
incorporate existing policy governing 
when a statewide average CCR may be 
used instead of an overall ancillary CCR. 
We note that use of a statewide average 
CCR in the specified cases is to ensure 
that the most appropriate CCR possible 
is used for outlier payment calculations. 
For purposes of this discussion and 
OPPS payment policy in general, we 
treat ‘‘overall CCR’’ and ‘‘overall 
ancillary CCR’’ as synonymous terms 
that refer to the overall CCR that is 
calculated based on cost report data, 
which for hospitals, pertains to a 
specific set of ancillary cost centers. 

We are proposing new 
§ 419.43(d)(5)(ii) to specify use of the 
hospital’s or CMHC’s most recently 
updated overall CCR for purposes of 
calculating outlier payments. Our ability 
to identify true outlier cases depends on 
the accuracy of the CCRs. To the extent 
some facilities may be motivated to 
maximize outlier payments by taking 
advantage of the time lag in updating 
the CCRs, the payment system remains 
vulnerable to overpayments to 
individual hospitals or CMHCs. This 
proposed provision specifies that the 
overall CCR applied at the time a claim 
is processed is based on either the most 
recently settled or tentatively settled 
cost report, whichever is from the latest 
cost reporting period. We are also 
proposing new § 419.43(d)(5)(iii) to 
describe several circumstances in which 
a Medicare contractor may substitute a 
statewide average CCR for a hospital’s or 
CMHC’s CCR. In the CY 2007 OPPS/ 
ASC final rule with comment period (71 
FR 68006), we finalized this policy but 
inadvertently did not update our 
regulations. We refer readers to section 
II.D. of this proposed rule for a more 
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detailed discussion of statewide average 
CCRs. In summary, Medicare 
contractors can use a statewide CCR for 
new hospitals or CMHCs that have not 
accepted assignment of the existing 
provider agreement and who have not 
yet submitted a cost report; for hospitals 
or CMHCs whose Medicare contractor is 
unable to obtain accurate data with 
which to calculate the overall ancillary 
CCR; and for facilities whose actual CCR 
is more than 3 standard deviations 
above the geometric mean of other 
overall CCRs. For CY 2009, we estimate 
this upper threshold to be 1.3. While 
this existing policy minimizes the use of 
CCRs that are significantly above the 
mean for cost estimation, facilities with 
CCRs that fall significantly below the 
mean would continue to have their 
actual CCRs utilized, instead of the 
statewide default CCR. We also are 
proposing to reevaluate the upper 
threshold and propose a new upper 
threshold, if appropriate, through 
rulemaking each year. 

These improvements somewhat 
mitigate, but do not fully eliminate, a 
hospital’s or CMHC’s ability to 
significantly increase its charges in 
relation to its cost increases each year, 
thereby receiving significant outlier 
payments because of the inflated CCR. 
Therefore, we also are proposing two 
new policies to more fully address the 
vulnerabilities described above. 
Specifically, we are proposing new 
§ 419.43(d)(5)(i) that states that for 
hospital outpatient services performed 
on or after January 1, 2009, CMS may 
specify an alternative CCR or the facility 
may request an alternative CCR under 
certain circumstances. The alternative 
CCR in either case may be either higher 
or lower than the otherwise applicable 
CCR. In addition, we are proposing to 
allow a facility to request that its CCR 
be prospectively adjusted if the facility 
presents substantial evidence that the 
overall CCR that is currently used to 
calculate outlier payments is inaccurate. 
Such an alternative CCR may be 
appropriate if a facility’s charges have 
increased at an excessive rate, relative to 
the rate of increase among other 
hospitals or CMHCs. CMS would have 
the authority to direct the Medicare 
contractor to calculate a CCR from the 
cost report that accounts for the 
increased charges. As explained in 
greater detail below, we are also 
proposing new § 419.43(d)(5)(iv) to 
allow Medicare contractors the 
administrative discretion to reconcile 
hospital or CMHC cost reports under 
certain circumstances. 

We are proposing to implement a 
reconciliation process similar to that 
implemented by the IPPS in FY 2003 

(68 FR 34494). This proposed policy 
would subject certain outlier payments 
to reconciliation when a hospital or 
CMHC cost report is settled. While the 
existing policies described above 
partially address the vulnerabilities in 
the OPPS outlier payment system, the 
proposed reconciliation process would 
more fully ensure accurate outlier 
payments for those facilities whose 
CCRs fluctuate significantly, relative to 
the CCRs of other facilities. We are 
proposing that this reconciliation 
process would only apply to those 
services provided on or after January 1, 
2009. We considered proposing that this 
reconciliation process would become 
effective beginning with services 
provided during the hospital’s first cost 
reporting period beginning in CY 2009 
but believe effectuating this policy 
based upon date of service would be 
less burdensome for hospitals. We are 
specifically soliciting public comment 
related to the effective date for the 
reconciliation process that would be 
most administratively feasible for 
hospitals and CMHCs. We note this 
reconciliation process would be done on 
a limited basis in order to ease the 
administrative burden on Medicare 
contractors, as well as to focus on those 
facilities that appear to have improperly 
manipulated their charges to receive 
excessive outlier payments. We are 
proposing to set reconciliation 
thresholds in the manual, reevaluate 
them annually, and modify them as 
necessary. Following current IPPS 
outlier policy, these thresholds would 
include a measure of acceptable percent 
change in a hospital’s or CMHC’s CCR 
and an amount of outlier payment 
involved. We are further proposing that 
when the cost report is settled, 
reconciliation of outlier payments 
would be based on the overall CCR 
calculated based on the ratio of costs 
and charges computed from the cost 
report at the time the cost report 
coinciding with the service dates is 
settled. Reconciling these outlier 
payments would ensure that the outlier 
payments made are appropriate and that 
final outlier payments reflect the most 
accurate cost data. Because 
reconciliation entails evaluating claims 
for outlier payments using a revised 
CCR, this process would not apply to 
services and items not otherwise subject 
to outlier payments, including items 
and services paid at charges reduced to 
cost. 

This reconciliation process would 
require recalculating outlier payments 
for individual claims. We understand 
that the aggregate change in a facility’s 
outlier payments cannot be determined 

because changes in the CCR would 
affect the eligibility and amount of 
outlier payment. For example, if a CCR 
declined, some services may no longer 
qualify for any outlier payments while 
other services may qualify for lower 
outlier payments. Therefore, the only 
way to accurately determine the net 
effect of a decrease in an overall CCR on 
a facility’s total outlier payments is to 
assess the impact on a claim-by-claim 
basis. At this time, CMS is developing 
a method for reexamining claims to 
calculate outlier payments using a 
revised CCR. 

Similar to the IPPS, we also are 
proposing to adjust the amount of final 
outlier payments determined during 
reconciliation for the time value of 
money. A second vulnerability 
remaining after reconciliation is related 
to the same issue of the ability of 
hospitals and CMHCs to manipulate the 
system by significantly increasing 
charges in the year the service is 
performed, and obtaining excessive 
outlier payments as a result. Even 
though under the proposal the excess 
money would be refunded at the time of 
reconciliation, the facility would have 
access to excess payments from the 
Medicare Trust Fund on a short-term 
basis. In cases of underpayment, the 
facility would not have had access to 
appropriate outlier payment for that 
time period. 

Accordingly, we believe it is 
necessary to adjust the amount of the 
final outlier payment to reflect the time 
value of the funds for that time period. 
Therefore, we are proposing to add 
section § 419.43(d)(6) to provide that 
when the cost report is settled, outlier 
payments would be subject to an 
adjustment to account for the value of 
the money for the time period in which 
the money was inappropriately held by 
the hospital or CMHC. This would also 
apply where outlier payments were 
underpaid. In those cases, the 
adjustment would result in additional 
payments to hospitals or CMHCs. Any 
adjustment would be made based on a 
widely available index to be established 
in advance by the Secretary, and would 
be applied from the midpoint of the cost 
reporting period to the date of 
reconciliation (or when additional 
payments are issued, in the case of 
underpayments). This adjustment to 
reflect the time value of a facility’s 
outlier payments would ensure that the 
outlier payment finalized at the time its 
cost report is settled appropriately 
reflects the hospital’s or CMHC’s 
approximate marginal costs in excess of 
the APC payments for services, taking 
into consideration the applicable outlier 
thresholds. 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00050 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2



41465 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

Despite the fact that each individual 
facility’s outlier payments may be 
subject to adjustment when the cost 
report is settled, we continue to believe 
that the hospital multiple and fixed- 
dollar outlier thresholds should be 
based on projected payments using the 
latest available historical data, without 
retroactive adjustments, to ensure that 
actual outlier payments are equal to the 
target spending percentage of total 
anticipated hospital outpatient 
spending. The proposed reconciliation 
process and ability to change overall 
CCRs are intended only to adjust actual 
outlier payments so that they most 
closely reflect true costs rather than 
artificially inflated costs. These 
adjustments would be made irrespective 
of whether total outlier spending targets 
are met or not. 

We are not proposing to make any 
changes to the method that we use to 
calculate outlier thresholds for CY 2009. 
The multiple and fixed-dollar outlier 
thresholds are an important aspect of 
the prospective nature of the OPPS and 
key to their importance is their 
predictability and stability for the 
prospective payment year. The outlier 
payment policy is designed to alleviate 
any financial disincentive hospitals may 
have in providing any medically 
necessary care their patients may 
require, even to those patients who are 
very sick and would be likely more 
costly to treat. Preset and publicized 
OPPS outlier thresholds allow hospitals 
and CMHCs to approximate their 
Medicare payment for an individual 
patient while that patient is still in the 
hospital. Even though we are proposing 
to make outlier payments susceptible to 
a reconciliation based on the facility’s 
actual CCRs during the 
contemporaneous cost reporting period, 
the facility should still be in a position 
to make this approximation. Hospitals 
and CMHCs have immediate access to 
the information needed to determine 
what their CCR will be for a specific 
time period when their cost report is 
settled. Even if the final CCR is likely to 
be different from the ratio used initially 
to process and pay the claim, hospitals 
and CMHCs not only have the 
information available to estimate their 
CCRs, but they also have the ability to 
control those CCRs, through the 
structure and levels of their charges. If 
we were to make retroactive 
adjustments to hospital outlier 
payments to ensure that we met total 
OPPS outlier spending targets, we 
would undermine the critical 
predictability aspect of the prospective 
nature of the OPPS. Making such an 
across-the-board adjustment would lead 

to either more or less outlier payments 
for all hospitals that would, therefore, 
be unable to immediately approximate 
the payment they would receive for 
especially costly services at the time 
those services were provided. We 
believe that it is neither necessary nor 
appropriate to make such an aggregate 
retroactive adjustment. 

For the corresponding proposed 
regulation text changes, we refer readers 
to § 419.43(d)(5) and § 419.43(d)(6) of 
this proposed rule. 

G. Proposed Calculation of an Adjusted 
Medicare Payment From the Proposed 
National Unadjusted Medicare Payment 

The basic methodology for 
determining prospective payment rates 
for HOPD services under the OPPS is set 
forth in existing regulations at § 419.31, 
§ 419.32, § 419.43 and § 419.44. The 
payment rate for most services and 
procedures for which payment is made 
under the OPPS is the product of the 
conversion factor calculated in 
accordance with section II.B. of this 
proposed rule and the relative weight 
determined under section II.A. of this 
proposed rule. Therefore, the national 
unadjusted payment rate for most APCs 
contained in Addendum A to this 
proposed rule and for most HCPCS 
codes, to which separate payment under 
the OPPS has been assigned in 
Addendum B to this proposed rule, was 
calculated by multiplying the proposed 
CY 2009 scaled weight for the APC by 
the proposed CY 2009 conversion factor. 
We note that section 1833(t)(17)(A) of 
the Act, which applies to hospitals as 
defined under section 1886(d)(1)(B) of 
the Act, requires that hospitals that fail 
to report data required for the quality 
measures selected by the Secretary, in 
the form and manner required by the 
Secretary under 1833(t)(17)(B) of the 
Act, incur a 2.0 percentage point 
reduction to their OPD fee schedule 
increase factor, that is, the annual 
payment update factor. The application 
of a reduced OPD fee schedule increase 
factor results in reduced national 
unadjusted payment rates that will 
apply to certain outpatient items and 
services provided by hospitals that are 
required to report outpatient quality 
data and that fail to meet the HOP QDRP 
requirements. For further discussion of 
the proposed payment reduction for 
hospitals that fail to meet the HOP 
QDRP data reporting requirements, we 
refer readers to section XVI.D. of this 
proposed rule. 

We demonstrate in the steps below 
how to determine the APC payment that 
would be made in a calendar year under 
the OPPS to a hospital that fulfills the 

HOP QDRP data reporting requirements 
and to a hospital that fails to meet the 
HOP QDRP data reporting requirements 
for a service that has any of the status 
indicator assignments: ‘‘P,’’ ‘‘Q1,’’ ‘‘Q2,’’ 
‘‘Q3,’’ ‘‘R,’’ ‘‘S,’’ ‘‘T,’’ ‘‘U,’’ ‘‘V,’’ or ‘‘X’’ 
(as defined in Addendum D1 to this 
proposed rule), in a circumstance in 
which the multiple procedure discount 
does not apply and the procedure is not 
bilateral. 

Individual providers interested in 
calculating the proposed payment 
amount that they specifically would 
receive for a specific service from the 
proposed national unadjusted payment 
rates presented in Addenda A and B to 
this proposed rule, should follow the 
formulas presented in the following 
steps. For purposes of the payment 
calculations below, we refer to the 
national unadjusted payment rate for 
hospitals that meet their HOP QDRP 
reporting requirements as the ‘‘full’’ 
national unadjusted payment rate. We 
refer to the national unadjusted 
payment rate for hospitals that fail to 
meet their HOP QDRP reporting 
requirements as the ‘‘reduced’’ national 
unadjusted payment rate. The 
‘‘reduced’’ national unadjusted payment 
rate is calculated by multiplying the 
proposed reporting ratio of 0.981 times 
the ‘‘full’’ national unadjusted payment 
rate. The national unadjusted payment 
rate used in the calculations below is 
either the ‘‘full’’ national unadjusted 
payment rate or the ‘‘reduced’’ national 
unadjusted payment rate, depending on 
whether the hospital met its HOP QDRP 
reporting requirements in order to 
receive the full CY 2009 OPPS increase 
factor. 

Step 1. Calculate 60 percent (the 
labor-related portion) of the national 
unadjusted payment rate. Since the 
initial implementation of the OPPS, we 
have used 60 percent to represent our 
estimate of that portion of costs 
attributable, on average, to labor. We 
refer readers to the April 7, 2000 final 
rule with comment period (65 FR 18496 
through 18497) for a detailed discussion 
of how we derived this percentage. We 
confirmed that this labor-related share 
for hospital outpatient services is still 
appropriate during our regression 
analysis for the payment adjustment for 
rural hospitals in the CY 2006 OPPS 
final rule with comment period (70 FR 
68553). 

The formula below is a mathematical 
representation of Step 1 discussed above 
and identifies the labor-related portion 
of a specific payment rate for the 
specific service. 
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x ¥ Labor-related portion of the 
national unadjusted payment rate 

x = .60 * (national unadjusted payment 
rate) 

Step 2. Determine the wage index area 
in which the hospital is located and 
identify the wage index level that 
applies to the specific hospital. The 
wage index values assigned to each area 
reflect the new geographic statistical 
areas as a result of revised OMB 
standards (urban and rural) to which 
hospitals are assigned for FY 2009 
under the IPPS, reclassifications 
through the Medicare Geographic 
Reclassification Review Board 
(MCGRB), section 1886(d)(8)(B) ‘‘Lugar’’ 
hospitals, and section 401 of Pub. L. 
108–173. We note that the 
reclassifications of hospitals under the 
section 508 of Pub. L. 108–173 are 
scheduled to expire on September 30, 
2008 and will not be applicable to FY 
2009. The wage index values include 
the occupational mix adjustment 
described in section II.C. of this 
proposed rule that was developed for 
the proposed FY 2009 IPPS payment 
rates published in the Federal Register 
on April 30, 2008 (73 FR 23624 through 
23632). 

Step 3. Adjust the wage index of 
hospitals located in certain qualifying 
counties that have a relatively high 
percentage of hospital employees who 
reside in the county, but who work in 
a different county with a higher wage 
index, in accordance with section 505 of 
Pub. L. 108–173. Addendum L to this 
proposed rule contains the qualifying 
counties and the proposed wage index 
increase developed for the FY 2009 IPPS 
and published in the FY 2009 IPPS 
proposed rule as Table 4J (73 FR 23810 
through 23819). This step is to be 
followed only if the hospital has chosen 
not to accept reclassification under Step 
2 above. 

Step 4. Multiply the applicable wage 
index determined under Steps 2 and 3 
by the amount determined under Step 1 
that represents the labor-related portion 
of the national unadjusted payment rate. 

The formula below is a mathematical 
representation of Step 4 discussed above 
and adjusts the labor-related portion of 
the national payment rate for the 
specific service by the wage index. 

xa ¥ Labor-related portion of the 
national unadjusted payment rate (wage 
adjusted) 

xa = .60 * (national unadjusted payment 
rate) * applicable wage index. 

Step 5. Calculate 40 percent (the 
nonlabor-related portion) of the national 
unadjusted payment rate and add that 
amount to the resulting product of Step 
4. The result is the wage index adjusted 
payment rate for the relevant wage 
index area. 

The formula below is a mathematical 
representation of Step 5 discussed above 
and calculates the remaining portion of 
the national payment rate, the amount 
not attributable to labor, and the 
adjusted payment for the specific 
service. 

y ¥ Nonlabor-related portion of the 
national unadjusted payment rate 

y = .40 * (national unadjusted payment 
rate) 

Adjusted Medicare Payment = y + xa 

Step 6. If a provider is a SCH, as 
defined in the regulations at § 412.92, or 
an EACH, which is considered to be a 
SCH under section 1886(d)(5)(D)(iii)(III) 
of the Act, and located in a rural area, 
as defined in § 412.64(b), or is treated as 
being located in a rural area under 
§ 412.103, multiply the wage index 
adjusted payment rate by 1.071 to 
calculate the total payment. 

The formula below is a mathematical 
representation of Step 6 discussed above 
and applies the rural adjustment for 
rural SCHs. 

Adjusted Medicare Payment (SCH or 
EACH) = Adjusted Medicare Payment × 
1.071 

We have provided examples below of 
the calculation of both the full and 
reduced national unadjusted payment 
rates that will apply to certain 
outpatient items and services performed 
by hospitals that meet and that fail to 
meet the HOP QDRP requirements, 
using the steps outlined above. For 
purposes of this example, we will use a 
provider that is located in Brooklyn, 
New York that is assigned to CBSA 
35644. This provider bills one service 
that is assigned to APC 0019 (Level I 
Excision/Biopsy). The proposed CY 
2009 full national unadjusted payment 
rate for APC 0019 is $288.20. The 
reduced national unadjusted payment 
rate for a hospital that fails to meet the 
HOP QDRP requirements would be 
$282.72. This reduced rate is calculated 
by multiplying the reporting ratio of 

0.981 by the full unadjusted payment 
rate for APC 0019. 

The FY 2009 wage index for a 
provider located in CBSA 35644 in New 
York is 1.3043. The labor portion of the 
proposed full national unadjusted 
payment is $225.54 (.60 × 288.20 × 
1.3043). The labor portion of the 
reduced national unadjusted payment is 
$221.25 (.60 × 282.72 × 1.3043). The 
nonlabor portion of the proposed full 
national unadjusted payment is $115.28 
(.40 × $288.20). The nonlabor portion of 
the reduced national unadjusted 
payment is $113.08 (.40 × $282.72). The 
sum of the labor and nonlabor portions 
of the proposed full national adjusted 
payment is $340.82 ($225.54 + $115.28). 
The sum of the reduced national 
adjusted payment is $334.33 ($221.25 + 
$113.08). 

H. Proposed Beneficiary Copayments 

1. Background 

Section 1833(t)(3)(B) of the Act 
requires the Secretary to set rules for 
determining copayment amounts to be 
paid by beneficiaries for covered OPD 
services. Section 1833(t)(8)(C)(ii) of the 
Act specifies that the Secretary must 
reduce the national unadjusted 
copayment amount for a covered OPD 
service (or group of such services) 
furnished in a year in a manner so that 
the effective copayment rate 
(determined on a national unadjusted 
basis) for that service in the year does 
not exceed a specified percentage. As 
specified in section 1833(t)(8)(C)(ii)(V) 
of the Act, for all services paid under 
the OPPS in CY 2009, and in calendar 
years thereafter, the percentage is 40 
percent of the APC payment rate. 
Section 1833(t)(3)(B)(ii) of the Act 
provides that, for a covered OPD service 
(or group of such services) furnished in 
a year, the national unadjusted 
copayment amount cannot be less than 
20 percent of the OPD fee schedule 
amount. Sections 1834(d)(2)(C)(ii) and 
(d)(3)(C)(ii) of the Act further require 
that the copayment for screening 
flexible sigmoidoscopies and screening 
colonoscopies be equal to 25 percent of 
the payment amount. Since the 
beginning of the OPPS, we have applied 
the 25-percent copayment to screening 
flexible sigmoidoscopies and screening 
colonoscopies. 
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2. Proposed Copayment 

For CY 2009, we are proposing to 
determine copayment amounts for new 
and revised APCs using the same 
methodology that we implemented for 
CY 2004. We refer readers to the 
November 7, 2003 OPPS final rule with 
comment period (68 FR 63458). In 
addition, we are proposing to use the 
same rounding methodology 
implemented in CY 2008 in instances 
where the application of our standard 
copayment methodology would result in 
a copayment amount that is less than 20 
percent and cannot be rounded, under 
standard rounding principles, to 20 
percent. (We refer readers to the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66687).) The 
proposed national unadjusted 
copayment amounts for services payable 
under the OPPS that would be effective 
January 1, 2009 are shown in 
Addendum A and Addendum B to this 
proposed rule. As discussed in section 
XVI.D. of this proposed rule, we are 
proposing that the Medicare 
beneficiary’s minimum unadjusted 
copayment and national unadjusted 
copayment for a service to which a 
reduced national unadjusted payment 
rate applies would equal the product of 
the reporting ratio and the national 
unadjusted copayment, or the product 
of the reporting ratio and the minimum 
unadjusted copayment, respectively, for 
the service. 

3. Calculation of a Proposed Adjusted 
Copayment Amount for an APC Group 

Individuals interested in calculating 
their proposed national copayment 
liability for a given service provided by 
a hospital that met or failed to meet its 
HOP QDRP reporting requirements 
should follow the formulas presented in 
the following steps. 

Step 1. Calculate the beneficiary 
payment percentage for the APC by 
dividing the APC’s national unadjusted 
copayment by its payment rate. For 
example, using APC 0019, $71.87 is 
24.938 percent of the proposed full 
national unadjusted payment rate of 
$288.20. 

The formula below is a mathematical 
representation of Step 1 discussed above 
and calculates national copayment as a 
percentage of national payment for a 
given service. 

b = Beneficiary payment percentage 
b = national unadjusted copayment for 

APC/national unadjusted payment 
rate for APC 

Step 2. Calculate the appropriate 
wage-adjusted payment rate for the APC 
for the provider in question, as 
indicated in section II.G. of this 
proposed rule. Calculate the rural 
adjustment for eligible providers as 
indicated in section II.G. of this 
proposed rule. 

Step 3. Multiply the percentage 
calculated in Step 1 by the payment rate 
calculated in Step 2. The result is the 
wage-adjusted copayment amount for 
the APC. 

The formula below is a mathematical 
representation of Step 3 discussed above 
and applies the beneficiary percentage 
to the adjusted payment rate for a 
service calculated under II.G. above, 
with and without the rural adjustment, 
to calculate the proposed adjusted 
beneficiary copayment for a given 
service. 
Wage-adjusted copayment amount for 

the APC = Adjusted Medicare 
Payment * b 

Wage-adjusted copayment amount for 
the APC (SCH or EACH) = 
(Adjusted Medicare Payment * 
1.071)* b 

Step 4. For a hospital that failed to 
meet its HOP QDRP reporting 
requirements, multiply the copayment 
calculated in Step 3 by the reporting 
ratio of 0.981. 

The proposed unadjusted copayments 
for services payable under the OPPS 
that would be effective January 1, 2009 
are shown in Addenda A and B to this 
proposed rule. Please note that the 
proposed national unadjusted payment 
rates and copayment rates shown in 
Addenda A and B to this proposed rule 
reflect the full market basket conversion 
factor increase as discussed in section 
XVI.D. of this proposed rule. 

III. Proposed OPPS Ambulatory 
Payment Classification (APC) Group 
Policies 

A. Proposed OPPS Treatment of New 
HCPCS and CPT Codes 

1. Proposed Treatment of New HCPCS 
Codes Included in the April and July 
Quarterly OPPS Updates for CY 2008 

During the April and July quarters of 
CY 2008, we created a total of 11 new 

Level II HCPCS codes that were not 
addressed in the CY 2008 OPPS/ASC 
final rule with comment period that 
updated the CY 2008 OPPS. For the 
April quarter of CY 2008, we recognized 
for separate payment a total of four new 
Level II HCPCS codes, specifically 
C9241 (Injection, doripenem, 10 mg); 
Q4096 (Injection, von willebrand factor 
complex, human, ristocetin cofactor (not 
otherwise specified), per i.u. 
VWF:RCO); Q4097 (Injection, immune 
globulin (Privigen), intravenous, non- 
lyophilized (e.g., liquid), 500 mg); and 
Q4098 (Injection, iron dextran, 50 mg). 
For the July quarter of CY 2008, we 
recognized a total of seven new Level II 
HCPCS codes, specifically C9242 
(Injection, fosaprepitant, 1 mg); C9356 
(Tendon, porous matrix of cross-linked 
collagen and glycosaminoglycan matrix 
(TenoGlide Tendon Protector Sheet), per 
square centimeter); C9357 (Dermal 
substitute, granulated cross-linked 
collagen and glycosaminoglycan matrix 
(Flowable Wound Matrix), 1 cc); C9358 
(Dermal substitute, native, non- 
denatured collagen (SurgiMend 
Collagen Matrix), per 0.5 square 
centimeters); G0398 (Home sleep study 
test (HST) w/type II portable monitor, 
unattended; minimum of 7 channels: 
EEG, EOG, EMG, ECG/heart rate, 
airflow, respiratory effort and oxygen 
saturation); G0399 (Home sleep test 
(HST) with type III portable monitor, 
unattended; minimum of 4 channels: 2 
respiratory movement/airflow, 1 ECG/ 
heart rate and 1 oxygen saturation); and 
G0400 (Home sleep test (HST) with type 
IV portable monitor, unattended; 
minimum of 3 channels). We designated 
the payment status of these codes and 
added them either through the April 
update (Transmittal 1487, Change 
Request 5999, dated April 8, 2008) or 
the July update of the CY 2008 OPPS. 

In this proposed rule, we are 
soliciting public comment on the status 
indicators, APC assignments, and 
payment rates of these codes, which are 
listed in Table 10 and Table 11 of this 
proposed rule. Because of the timing of 
this proposed rule, the codes 
implemented through the July 2008 
OPPS update are not included in 
Addendum B to this proposed rule. We 
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are proposing to assign these new 
HCPCS codes for CY 2009 to APCs with 
the proposed payment rates as 
displayed in Table 11 and incorporate 
them into Addendum B to our final rule 

with comment period for CY 2009, 
which is consistent with our annual 
APC updating policy. The HCPCS codes 
implemented through the April 2008 
OPPS update and displayed in Table 10 

are included in Addendum B to this 
proposed rule, where their proposed 
payment rates can also be found. 

TABLE 10.—NEW HCPCS CODES IMPLEMENTED IN APRIL 2008 

HCPCS code Long descriptor 

Proposed 
CY 2009 

status indi-
cator 

Proposed 
CY 2009 

APC 

C9241 ........................... Injection, doripenem, 10 mg ................................................................................................... G 9241 
Q4096 ........................... Injection, von willebrand factor complex, human, ristocetin cofactor (not otherwise speci-

fied), per i.u. VWF:RCO.
K 1213 

Q4097 ........................... Injection, immune globulin (Privigen), intravenous, non-lyophilized (e.g., liquid), 500 mg .... K 1214 
Q4098 ........................... Injection, iron dextran, 50 mg ................................................................................................. K 1215 

TABLE 11.—NEW HCPCS CODES IMPLEMENTED IN JULY 2008 

HCPCS code Long descriptor 

Proposed 
CY 2009 

status indi-
cator 

Proposed 
CY 2009 

APC 

Proposed 
CY 2009 
payment 

rate 

C9242 * .................... Injection, fosaprepitant, 1 mg ............................................................................... G 9242 $1.61 
C9356 * .................... Tendon, porous matrix of cross-linked collagen and glycosaminoglycan matrix 

(TenoGlide Tendon Protector Sheet), per square centimeter.
G 9356 16.92 

C9357 * .................... Dermal substitute, granulated cross-linked collagen and glycosaminoglycan 
matrix (Flowable Wound Matrix), 1 cc.

G 9357 883.33 

C9358 * .................... Dermal substitute, native, non-denatured collagen (SurgiMend Collagen Ma-
trix), per 0.5 square centimeters.

G 9358 10.38 

G0398 ..................... Home sleep study test (HST) with type II portable monitor, unattended; min-
imum of 7 channels: EEG, EOG, EMG, ECG/heart rate, airflow, respiratory 
effort and oxygen saturation.

S 0213 152.52 

G0399 ..................... Home sleep test (HST) with type III portable monitor, unattended; minimum of 
4 channels: 2 respiratory movement/airflow, 1 ECG/heart rate and 1 oxygen 
saturation.

S 0213 152.52 

G0400 ..................... Home sleep test (HST) with type IV portable monitor, unattended; minimum of 
3 channels.

S 0213 152.52 

* The drug payment rates displayed in Table 11 reflect the July 2008 ASP data. 

2. Proposed Treatment of New Category 
I and III CPT Codes and Level II HCPCS 
Codes 

As has been our practice in the past, 
we implement new Category I and III 
CPT codes and new Level II HCPCS 
codes through program transmittals, 
which are released in the summer 
through the fall of each year for annual 
updating, effective January 1, in the 
final rule updating the OPPS for the 
following calendar year. These codes are 
flagged with comment indicator ‘‘NI’’ in 
Addendum B to the OPPS/ASC final 
rule with comment period to indicate 
that we are assigning them an interim 
payment status which is subject to 
public comment. Specifically, the status 
indicator, the APC assignment, or both, 
for all such codes flagged with comment 
indicator ‘‘NI’’ will be open to public 
comment in the CY 2009 OPPS/ASC 

final rule with comment period. We are 
proposing to continue this recognition 
and process for CY 2009. New Category 
I and III CPT codes, as well as new Level 
II HCPCS codes, effective January 1, 
2009, will be listed in Addendum B to 
the CY 2009 OPPS/ASC final rule with 
comment period and designated using 
comment indicator ‘‘NI.’’ We will 
respond to all comments received 
concerning these codes in a subsequent 
final rule for the next calendar year’s 
OPPS/ASC update. 

In addition, we are proposing to 
continue our policy of the last 3 years 
of recognizing new mid-year CPT codes, 
generally Category III CPT codes, that 
the American Medical Association 
(AMA) releases in January for 
implementation the following July 
through the OPPS quarterly update 
process. Therefore, for CY 2009, we are 
proposing to include in Addendum B to 

the CY 2009 OPPS/ASC final rule with 
comment period the new Category III 
CPT codes released in January 2008 for 
implementation on July 1, 2008 
(through the OPPS quarterly update 
process), and the new Category III codes 
released in July 2008 for 
implementation on January 1, 2009. 
However, only those new Category III 
CPT codes implemented effective 
January 1, 2009, will be flagged with 
comment indicator ‘‘NI’’ in Addendum 
B to the CY 2009 OPPS/ASC final rule 
with comment period, to indicate that 
we have assigned them an interim 
payment status which is subject to 
public comment. Category III CPT codes 
implemented in July 2008, which 
appear in Table 12 below, are subject to 
comment through this proposed rule, 
and we are proposing to finalize their 
status in the CY 2009 OPPS/ASC final 
rule with comment period. 
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TABLE 12.—CATEGORY III CPT CODES IMPLEMENTED IN JULY 2008 

CPT code Long descriptor 

Proposed 
CY 2009 

status indi-
cator 

Proposed CY 2009 
APC 

0188T ....................... Remote real-time interactive videoconferenced critical care, evaluation and manage-
ment of the critically ill or critically injured patient; first 30–74 minutes.

M Not applicable. 

0189T ....................... Remote real-time interactive videoconferenced critical care, evaluation and manage-
ment of the critically ill or critically injured patient; each additional 30 minutes.

M Not applicable. 

0190T ....................... Placement of intraocular radiation source applicator ................................................... T 0237. 
0191T ....................... Insertion of anterior segment aqueous drainage device, without extraocular res-

ervoir; internal approach.
T 0234. 

0192T ....................... Insertion of anterior segment aqueous drainage device, without extraocular res-
ervoir; external approach.

T 0234. 

B. Proposed OPPS Changes—Variations 
Within APCs 

1. Background 
Section 1833(t)(2)(A) of the Act 

requires the Secretary to develop a 
classification system for covered 
hospital outpatient services. Section 
1833(t)(2)(B) of the Act provides that 
this classification system may be 
composed of groups of services, so that 
services within each group are 
comparable clinically and with respect 
to the use of resources. In accordance 
with these provisions, we developed a 
grouping classification system, referred 
to as APCs, as set forth in § 419.31 of the 
regulations. We use Level I and Level II 
HCPCS codes and descriptors to identify 
and group the services within each APC. 
The APCs are organized such that each 
group is homogeneous both clinically 
and in terms of resource use. Using this 
classification system, we have 
established distinct groups of similar 
services, as well as medical visits. We 
also have developed separate APC 
groups for certain medical devices, 
drugs, biologicals, therapeutic 
radiopharmaceuticals, and 
brachytherapy devices. 

We have packaged into payment for 
each procedure or service within an 
APC group the costs associated with 
those items or services that are directly 
related to and supportive of performing 
the main independent procedures or 
furnishing the services. Therefore, we 
do not make separate payment for these 
packaged items or services. For 
example, packaged items and services 
include: (1) Use of an operating, 
treatment, or procedure room; (2) use of 
a recovery room; (3) observation 
services; (4) anesthesia; (5) medical/ 
surgical supplies; (6) pharmaceuticals 
(other than those for which separate 
payment may be allowed under the 
provisions discussed in section V. of 
this proposed rule); (7) incidental 
services such as venipuncture; and (8) 
guidance services, image processing 

services, intraoperative services, 
imaging supervision and interpretation 
services, diagnostic 
radiopharmaceuticals, and contrast 
media. Further discussion of packaged 
services is included in section II.A.4. of 
this proposed rule. 

In CY 2008, we implemented 
composite APCs to provide a single 
payment for groups of services that are 
typically performed together during a 
single clinical encounter and that result 
in the provision of a complete service. 
Under current CY 2008 OPPS policy, we 
provide composite APC payment for 
certain extended assessment and 
management services, low dose rate 
prostate brachytherapy, cardiac 
electrophysiologic evaluation and 
ablation, and mental health services. We 
also are proposing for CY 2009 a 
composite APC payment methodology 
for multiple imaging services. Further 
discussion of composite APCs is 
included in section II.A.2.e. of this 
proposed rule. 

Under the OPPS, we generally pay for 
hospital outpatient services on a rate- 
per-service basis, where the service may 
be reported with one or more HCPCS 
codes. Payment varies according to the 
APC group to which the independent 
service or combination of services is 
assigned. Each APC weight represents 
the hospital median cost of the services 
included in that APC relative to the 
hospital median cost of the services 
included in APC 0606 (Level 3 Hospital 
Clinic Visits). The APC weights are 
scaled to APC 0606 because it is the 
middle level clinic visit APC (that is, 
where the level 3 clinic visit CPT code 
of five levels of clinic visits is assigned), 
and because middle level clinic visits 
are among the most frequently furnished 
services in the hospital outpatient 
setting. 

Section 1833(t)(9)(A) of the Act 
requires the Secretary to review the 
components of the OPPS not less than 
annually and to revise the groups and 
relative payment weights and make 

other adjustments to take into account 
changes in medical practice, changes in 
technology, and the addition of new 
services, new cost data, and other 
relevant information and factors. 
Section 1833(t)(9)(A) of the Act, as 
amended by section 201(h) of the BBRA, 
also requires the Secretary, beginning in 
CY 2001, to consult with an outside 
panel of experts to review the APC 
groups and the relative payment weights 
(the APC Panel recommendations for 
specific services for the CY 2009 OPPS 
and our responses to them are discussed 
in the relevant specific sections 
throughout this proposed rule). 

Finally, section 1833(t)(2) of the Act 
provides that, subject to certain 
exceptions, the items and services 
within an APC group cannot be 
considered comparable with respect to 
the use of resources if the highest 
median cost, or mean cost as elected by 
the Secretary, for an item or service in 
the group is more than 2 times greater 
than the lowest median cost for an item 
or service within the same group 
(referred to as the ‘‘2 times rule’’). We 
use the median cost of the item or 
service in implementing this provision. 
The statute authorizes the Secretary to 
make exceptions to the 2 times rule in 
unusual cases, such as low-volume 
items and services. 

2. Application of the 2 Times Rule 

In accordance with section 1833(t)(2) 
of the Act and § 419.31 of the 
regulations, we annually review the 
items and services within an APC group 
to determine, with respect to 
comparability of the use of resources, if 
the median cost of the highest cost item 
or service within an APC group is more 
than 2 times greater than the median of 
the lowest cost item or service within 
that same group (‘‘2 times rule’’). We are 
proposing to make exceptions to this 
limit on the variation of costs within 
each APC group in unusual cases such 
as low-volume items and services. 
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During the APC Panel’s March 2008 
meeting, we presented median cost and 
utilization data for services furnished 
during the period of January 1, 2007 
through September 30, 2007, about 
which we had concerns or about which 
the public had raised concerns 
regarding their APC assignments, status 
indicator assignments, or payment rates. 
The discussions of most service-specific 
issues, the APC Panel 
recommendations, if any, and our 
proposals for CY 2009 are contained 
principally in sections III.C. and III.D. of 
this proposed rule. 

In addition to the assignment of 
specific services to APCs that we 
discussed with the APC Panel, we also 
identified APCs with 2 times violations 
that were not specifically discussed 
with the APC Panel but for which we 
are proposing changes to their HCPCS 
codes’ APC assignments in Addendum 
B to this proposed rule. In these cases, 
to eliminate a 2 times violation or to 
improve clinical and resource 
homogeneity, we are proposing to 
reassign the codes to APCs that contain 
services that are similar with regard to 
both their clinical and resource 
characteristics. We also are proposing to 
rename existing APCs, discontinue 
existing APCs, or create new clinical 
APCs to complement proposed HCPCS 
code reassignments. In many cases, the 
proposed HCPCS code reassignments 
and associated APC reconfigurations for 
CY 2009 included in this proposed rule 
are related to changes in median costs 
of services that are observed in the CY 
2007 claims data newly available for CY 
2009 ratesetting. We also are proposing 
changes to the status indicators for some 
codes that are not specifically and 
separately discussed in this proposed 
rule. In these cases, we are proposing to 
change the status indicators for some 
codes because we believe that another 
status indicator would more accurately 
describe their payment status from an 
OPPS perspective based on the policies 
that we are proposing for CY 2009 or 
because we are proposing new status 
indicators to differentiate a related 
group of services from other services 
that previously shared the same status 
indicator. 

Addendum B to this proposed rule 
identifies with comment indicator ‘‘CH’’ 
those HCPCS codes for which we are 
proposing a change to the APC 
assignment or status indicator as 
assigned in the April 2008 Addendum 
B update (via Transmittal 1487, Change 
Request 5999, dated April 8, 2008). 
HCPCS codes with proposed CY 2009 
changes in status indicator assignments 
from ‘‘Q’’ to ‘‘Q1,’’ from ‘‘Q’’ to ‘‘Q2,’’ 
or from ‘‘Q’’ to ‘‘Q3’’ are an exception 

to this identification practice because 
they are not flagged with comment 
indicator ‘‘CH’’ in Addendum B to this 
proposed rule. These proposed changes 
in status indicators are to facilitate 
policy transparency and operational 
logic rather than reflect changes in 
OPPS payment policy for these services, 
hence we believe that identifying these 
HCPCS codes with ‘‘CH’’ could be 
confusing to the public. 

3. Proposed Exceptions to the 2 Times 
Rule 

As discussed earlier, we may make 
exceptions to the 2 times limit on the 
variation of costs within each APC 
group in unusual cases such as low- 
volume items and services. Taking into 
account the APC changes that we are 
proposing for CY 2009 based on the 
APC Panel recommendations discussed 
mainly in sections III.C. and III.D. of this 
proposed rule, the other proposed 
changes to status indicators and APC 
assignments as identified in Addendum 
B to this proposed rule, and the use of 
CY 2007 claims data to calculate the 
median costs of procedures classified in 
the APCs, we reviewed all the APCs to 
determine which APCs would not 
satisfy the 2 times rule. We used the 
following criteria to decide whether to 
propose exceptions to the 2 times rule 
for affected APCs: 

• Resource homogeneity 
• Clinical homogeneity 
• Hospital outpatient setting 
• Frequency of service (volume) 
• Opportunity for upcoding and code 

fragments. 
For a detailed discussion of these 

criteria, we refer readers to the April 7, 
2000 OPPS final rule with comment 
period (65 FR 18457). 

Table 13 below lists the APCs that we 
are proposing to exempt from the 2 
times rule for CY 2009 based on the 
criteria cited above. For cases in which 
a recommendation by the APC Panel 
appeared to result in or allow a 
violation of the 2 times rule, we 
generally accepted the APC Panel’s 
recommendation because those 
recommendations were based on 
explicit consideration of resource use, 
clinical homogeneity, hospital 
specialization, and the quality of the CY 
2007 claims data used to determine the 
APC payment rates that we are 
proposing for CY 2009. The median 
costs for hospital outpatient services for 
these and all other APCs that were used 
in the development of this proposed 
rule can be found on the CMS Web site 
at: http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
01_overview.asp. 

TABLE 13.—PROPOSED APC EXCEP-
TIONS TO THE 2 TIMES RULE FOR 
CY 2009 

APC APC title 

0060 ............... Manipulation Therapy. 
0080 ............... Diagnostic Cardiac Catheter-

ization. 
0093 ............... Vascular Reconstruction/Fis-

tula Repair without Device. 
0105 ............... Repair/Revision/Removal of 

Pacemakers, AICDs, or 
Vascular Devices. 

0141 ............... Level I Upper GI Procedures. 
0245 ............... Level I Cataract Procedures 

without IOL Insert. 
0303 ............... Treatment Device Construc-

tion. 
0330 ............... Dental Procedures. 
0409 ............... Red Blood Cell Tests. 
0426 ............... Level II Strapping and Cast 

Application. 
0432 ............... Health and Behavior Serv-

ices. 
0604 ............... Level 1 Hospital Clinic Visits. 

C. New Technology APCs 

1. Background 
In the November 30, 2001 final rule 

(66 FR 59903), we finalized changes to 
the time period a service was eligible for 
payment under a New Technology APC. 
Beginning in CY 2002, we retain 
services within New Technology APC 
groups until we gather sufficient claims 
data to enable us to assign the service 
to a clinically appropriate APC. This 
policy allows us to move a service from 
a New Technology APC in less than 2 
years if sufficient data are available. It 
also allows us to retain a service in a 
New Technology APC for more than 2 
years if sufficient data upon which to 
base a decision for reassignment have 
not been collected. 

We note that the cost bands for New 
Technology APCs range from $0 to $50 
in increments of $10, from $50 to $100 
in increments of $50, from $100 through 
$2,000 in increments of $100, and from 
$2,000 through $10,000 in increments of 
$500. These increments, which are in 
two parallel sets of New Technology 
APCs, one with status indicator ‘‘S’’ and 
the other with status indicator ‘‘T,’’ 
allow us to price new technology 
services more appropriately and 
consistently. 

2. Proposed Movement of Procedures 
from New Technology APCs to Clinical 
APCs 

As we explained in the November 30, 
2001 final rule (66 FR 59897), we 
generally keep a procedure in the New 
Technology APC to which it is initially 
assigned until we have collected data 
sufficient to enable us to move the 
procedure to a clinically appropriate 
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APC. However, in cases where we find 
that our original New Technology APC 
assignment was based on inaccurate or 
inadequate information, or where the 
New Technology APCs are restructured, 
we may, based on more recent resource 
utilization information (including 
claims data) or the availability of refined 
New Technology APC cost bands, 
reassign the procedure or service to a 
different New Technology APC that 
most appropriately reflects its cost. 

Consistent with our current policy, for 
CY 2009 we are proposing to retain 
services within New Technology APC 
groups until we gather sufficient claims 
data to enable us to assign the service 
to a clinically appropriate APC. The 
flexibility associated with this policy 
allows us to move a service from a New 
Technology APC in less than 2 years if 
sufficient data are available. It also 
allows us to retain a service in a New 
Technology APC for more than 2 years 

if sufficient hospital claims data upon 
which to base a decision for 
reassignment have not been collected. 
HCPCS codes C9725 (Placement of 
endorectal intracavitary applicator for 
high intensity brachytherapy), C9726 
(Placement and removal (if performed) 
of applicator into breast for radiation 
therapy), and C9727 (Insertion of 
implants into the soft palate; minimum 
of three implants), which are presented 
below in Table 14 of this proposed rule, 
represent services assigned to New 
Technology APCs for CY 2008 for which 
we believe we have sufficient claims 
data to propose their reassignment to 
clinically appropriate APCs for CY 
2009. These 3 procedures have been 
assigned to their New Technology APCs 
for at least 3 years, thereby providing us 
with sufficient data from at least 2 years 
of hospital claims upon which to base 
our proposed reassignments. In 
addition, these three procedures are 

clinically similar to other services 
currently paid through clinical APCs 
under the OPPS and for which we have 
substantial claims data regarding 
hospital costs. Therefore, for CY 2009, 
we are proposing to reassign these 
procedures to clinically appropriate 
APCs, applying their CY 2007 claims 
data to develop their clinical APC 
median costs upon which payments 
would be based. These procedures and 
their proposed APC assignments are 
displayed in Table 14 below. 

HCPCS code C9723 (Dynamic infrared 
blood perfusion imaging (diri)) was 
assigned to New Technology APC 1502 
(New Technology—Level II ($50–$100)) 
when it was implemented in April 2005. 
However, based on our claims data for 
the past 3 years, which have shown no 
utilization for this code, we are 
proposing to delete HCPCS code C9723 
on December 31, 2008. 

TABLE 14.—PROPOSED CY 2009 APC REASSIGNMENTS OF NEW TECHNOLOGY PROCEDURES TO CLINICAL APCS 

HCPCS code Short descriptor CY 2008 
SI 

CY 2008 
APC 

Proposed 
CY 2009 

APC 

Proposed 
CY 2009 

SI 

C9725 ................................... Placement of endorectal intracavitary applicator for high 
intensity brachytherapy.

S 1507 0164 T 

C9726 ................................... Placement and removal (if performed) of applicator into 
breast for radiation therapy.

S 1508 0028 T 

C9727 ................................... Insertion of implants into the soft palate; minimum of 
three implants.

S 1510 0252 T 

D. Proposed OPPS APC-Specific Policies 

1. Trauma Response Associated With 
Hospital Critical Care Services (APC 
0618) 

In the CY 2007 OPPS/ASC final rule 
with comment period (71 FR 68133 
through 68134), we discussed the 
creation of HCPCS code G0390 (Trauma 
response team activation associated 
with hospital critical care service), 
which became effective January 1, 2007. 
HCPCS code G0390 is reported by 
hospitals when providing critical care 
services in association with trauma 
response team activation. HCPCS code 
G0390 has been assigned to APC 0618 
(Trauma Response with Critical Care) 
since CY 2007, with payment rates of 
approximately $495 and $330, for CYs 
2007 and 2008, respectively. The 
creation of HCPCS code G0390 enables 
us to pay differentially for critical care 
when trauma response team activation 
is associated with critical care services 
and when there is no trauma response 
team activation. We instructed hospitals 
to continue to report CPT codes 99291 
(Critical care, evaluation and 
management of the critically ill or 
critically injured patient; first 30–74 

minutes) and 99292 (Critical care, 
evaluation and management of the 
critically ill or critically injured patient; 
each additional 30 minutes (List 
separately in addition to code for 
primary service)) for critical care 
services when they also report HCPCS 
code G0390. 

For CY 2007 and CY 2008, we 
calculated the median cost for APC 0617 
(Critical Care) to which CPT code 99291 
is assigned using the subset of single 
claims for CPT code 99291 that did not 
include charges under revenue code 
068x, the trauma revenue code, reported 
on the same day. We established the 
median cost for APC 0618 (Trauma 
Response with Critical Care) by 
calculating the difference in median 
costs between the two subsets of single 
claims for CPT code 99291 representing 
the reporting of critical care services 
with and without revenue code 068x 
charges reported on the same day. For 
a complete description of the history of 
the policy and development of the 
payment methodology for these 
services, we refer readers to the CY 2007 
OPPS/ASC final rule with comment 
period (71 FR 68133 through 68134). We 

provided billing guidance in CY 2006 in 
Transmittal 1139, Change Request 5438, 
issued on December 22, 2006, 
specifically clarifying when it would be 
appropriate to report HCPCS code 
G0390. The I/OCE logic only accepts 
HCPCS code G0390 when it is reported 
with revenue code 068x and CPT code 
99291 on the same claim and on the 
same date of service. 

For CY 2009, we are proposing a 
median cost for APC 0617 of 
approximately $488 and a median cost 
for APC 0618 of approximately $989. 
For CY 2009 OPPS ratesetting, we are 
using claims data from CY 2007 that 
also include claims for HCPCS code 
G0390, as CY 2007 is the initial year 
that we established OPPS payment for 
HCPCS code G0390. We are proposing 
to use the line-item median cost for 
HCPCS code G0390 in the CY 2007 
claims to set the median cost for APC 
0618, as HCPCS code G0390 is the only 
code assigned to that APC. As discussed 
in section II.A.1.b. of this proposed rule, 
we are proposing to add HCPCS code 
G0390 to the CY 2009 bypass list to 
isolate the line-item cost for HCPCS 
code G0390 and ensure that the critical 
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care claims for CPT code 99291 that are 
reported with HCPCS code G0390 are 
available to set the medians for APC 
0617 and composite APC 8003. The 
costs of packaged revenue code charges 
and HCPCS codes for services with 
status indicator ‘‘N’’ on a claim with 
HCPCS code G0390 would be associated 
with CPT code 99291 for ratesetting, if 
the claim for CPT code 99291 is a single 
or ‘‘pseudo’’ single bill. 

For APC 0617, we are proposing to 
calculate the median cost using our 
standard methodology that excludes 
those single claims for critical care 
services that are eligible for payment 
through the Level II extended 
assessment and management composite 
APC, that is APC 8003, as described in 
section II.A.2.e.(1) of this proposed rule. 
We believe that these proposed 
refinements in median cost calculations 
would result in more accurate cost 
estimates and payments for APCs 0617 
and 0618 for CY 2009. 

2. Suprachoroidal Delivery of 
Pharmacologic Agent (APC 0236) 

CPT code 0186T (Suprachoroidal 
delivery of pharmacologic agent (does 
not include supply of medication)) is a 
new code for CY 2008. It was released 
on the AMA CPT Web site on July 1, 
2007, and implemented on January 1, 
2008. In the CY 2008 OPPS/ASC final 
rule with comment period (72 FR 
66997), we assigned this code to APC 
0236 (Level II Posterior Segment Eye 
Procedures) with a CY 2008 payment 
rate of approximately $1,161. We also 
assigned this code comment indicator 
‘‘NI’’ in Addendum B to the CY 2008 
OPPS/ASC final rule with comment 
period to indicate that it is a new code 
for CY 2008 with an interim payment 
status subject to public comment 
following publication of that rule. 

As has been our practice in the past, 
we implement new HCPCS codes in the 
OPPS/ASC final rule with comment 
period, at which time we invite public 
comment on our interim treatment of 
the new codes. We subsequently 
respond to those comments in the final 
rule with comment period for the 
following year’s OPPS update. 

In its March 2008 presentation to the 
APC Panel, a presenter requested the 
reassignment of CPT code 0186T from 
APC 0236 to APC 0237 (Level III 
Posterior Segment Eye Procedures), 
which has a CY 2008 payment rate of 
approximately $1,774. The presenter 
indicated that CPT code 0186T is 
analogous to CPT code 67027 
(Implantation of intravitreal drug 
delivery system (e.g., ganciclovir 
implant), includes concomitant removal 
of vitreous), which is assigned to APC 

0672 (Level IV Posterior Segment Eye 
Procedures) with a CY 2008 payment 
rate of about $2,370. Although the 
presenter stated that both procedures 
share similar clinical characteristics and 
resource costs, the presenter believed 
that CPT code 0186T would be most 
appropriately assigned to APC 0237 
based on the procedure’s estimated 
hospital cost. The APC Panel noted that 
because the CPT code is new and there 
are no claims data for this procedure, 
the APC Panel would not make a 
specific CY 2009 APC assignment 
recommendation to CMS at this time. 
However, the APC Panel recommended 
that CMS share with the APC Panel the 
claims data for CPT code 0186T at the 
first CY 2009 APC Panel meeting, and 
that CMS reevaluate the assignment of 
CPT code 0186T to APC 0236 on the 
basis of those data. We are accepting the 
recommendation of the APC Panel and 
will provide the initial OPPS claims 
data available for this CPT code, based 
on CY 2008 claims data, for the first CY 
2009 APC Panel meeting. These data 
will not be available until the CY 2010 
OPPS update rulemaking cycle. 

Under the OPPS, we generally assign 
a new Category III CPT code to an APC 
if we believe that the procedure, if 
covered, would be appropriate for 
separate payment under the OPPS. A 
specific assignment to a clinical APC 
where HCPCS codes with comparable 
clinical and resource characteristics also 
reside is based on a variety of types of 
information including, but not limited 
to: Advice from our medical advisors, 
information from specialty societies, 
review of resource costs for related 
services from historical hospital claims 
data, consideration of the clinical 
similarity of the service to existing 
procedures, and review of any other 
information available to us. 

Based upon our further review and 
analysis of the clinical characteristics 
and resource costs associated with CPT 
code 0186T, we agree with the presenter 
that the most appropriate CY 2009 APC 
assignment for this procedure is APC 
0237. We believe that the other 
procedures also assigned to APC 0237 
are similar to the procedure described 
by CPT code 0186T. Therefore, for CY 
2009, we are proposing to reassign CPT 
code 0186T from APC 0236 to APC 
0237, which has a proposed median cost 
of approximately $1,447. We also note 
that because CPT code 0186T describes 
a specific drug administration service, 
the drug itself would be separately 
reported under the appropriate Level II 
HCPCS drug code. 

3. Closed Treatment of Fracture of 
Finger/Toe/Trunk (APC 0043) 

We received a comment to the CY 
2008 OPPS/ASC proposed rule on the 
variety of procedures assigned to APC 
0043 (Closed Treatment Fracture Finger/ 
Toe/Trunk). The commenter did not 
agree with the placement of various 
procedures in APC 0043 as many of the 
procedures vary in resource costs. In 
particular, the commenter asserted that 
the costs associated with finger 
treatments, hip dislocations, and spinal 
fractures vary significantly, and further 
stated that the costs of treating spinal 
fractures are significantly greater than 
the costs associated with finger or toe 
fractures. The commenter also 
expressed concern that grouping all of 
the approximately 150 procedures in 
one clinical APC violated the 2 times 
rule, and that continuing to exempt APC 
0043 from the 2 times rule was not 
appropriate. The commenter 
recommended that CMS pay 
appropriately for these procedures, and 
stated that this could be achieved by 
dividing the procedures currently 
assigned to APC 0043 into several APCs. 
However, the commenter did not make 
any specific recommendations regarding 
alternative APC configurations. Because 
APC 0043 contains so many different 
fracture treatment procedures with low 
volume, we were concerned that any 
restructuring for CY 2008 without the 
benefit of public comment could result 
in the reconfiguration of APCs that did 
not reflect improved clinical and 
resource homogeneity over the proposed 
configuration. Therefore, we did not 
reconfigure APC 0043 for CY 2008, and 
we finalized a payment rate for APC 
0043 of about $113. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66723), we 
stated that we agreed with the 
commenter that grouping all of the 
closed fracture treatment procedures in 
one APC may not accurately distinguish 
the more expensive from the less 
resource-intensive fracture treatment 
procedures. However, we also explained 
that we found that there were only 13 
procedures that were significant 
procedures with the frequency 
necessary to assess the APC’s alignment 
with the 2 times rule. The other 
procedures were all very low volume 
and, therefore, not significant 
procedures for purposes of evaluating 
the APC with respect to the 2 times rule. 
We noted that APC 0043 has been 
exempted from the 2 times rule for the 
past 7 years under the OPPS, and we 
had not previously received public 
comments regarding the structure of this 
APC. In that same rule (72 FR 66723) we 
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specifically invited public 
recommendations on potential 
alternative APC configurations for the 
services currently assigned to APC 0043 
for the CY 2009 APC review process. We 
received no public comments on this 
APC issue. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66723), we 
also stated that we would bring this 
APC issue to the attention of the APC 
Panel at its March 2008 meeting and 
requested input as to how to most 
appropriately categorize the procedures 
in APC 0043. Based on the updated CY 
2007 hospital outpatient claims data 
available for the March 2008 APC Panel 
meeting, we presented a possible 
reconfiguration of APC 0043 for the APC 
Panel’s consideration. In particular, the 
potential reconfiguration reviewed and 
discussed by the APC Panel would 
delete APC 0043 and replace it with 
three new APCs, configured based on 
the hospital resource data from the CY 

2007 claims data, as well as the clinical 
characteristics of the procedures 
currently assigned to APC 0043. The 
APC Panel recommended that CMS 
adopt the approach that CMS described 
to the APC Panel to reconfigure APC 
0043 into three new APCs, and we are 
accepting the APC Panel’s 
recommendation for CY 2009. 
Therefore, for CY 2009, we are 
proposing three new APCs to replace 
APC 0043, with proposed configurations 
as displayed in Table 15 below. 

Based on these configurations, 
proposed new APC 0129 (Level I Closed 
Treatment Fracture Finger/Toe/Trunk) 
has a proposed APC median cost of 
approximately $104, with the HCPCS 
code-specific median costs of the 
significant procedures ranging from 
approximately $74 to $124. Proposed 
new APC 0138 (Level II Closed 
Treatment Fracture Finger/Toe/Trunk) 
has a proposed APC median cost of 
approximately $397, with only one 

significant procedure with a HCPCS 
code-specific median cost of 
approximately $399. Proposed new APC 
0139 (Level III Closed Treatment 
Fracture Finger/Toe/Trunk) has a 
proposed APC median cost of 
approximately $1,340, with only one 
significant volume HCPCS code whose 
median cost is approximately $1,574. 

While all three proposed APCs 
contain many procedures that are very 
low in volume, this reconfiguration 
reflects an attempt to realign the 
procedures previously assigned to APC 
0043 based on their clinical 
characteristics and resource costs into 
APC groups that are more homogeneous. 
Therefore, for CY 2009, we are 
proposing to reconfigure APC 0043 by 
deleting APC 0043 and reassigning the 
HCPCS codes previously assigned to 
APC 0043 to proposed new APCs 0129, 
0138, and 0139. 

TABLE 15.—PROPOSED NEW APCS FOR CLOSED TREATMENT FRACTURE OF FINGER/TOE/TRUNK 

Proposed CY 2009 
new APC 

HCPCS 
code SI Short descriptor 

Proposed 
CY 2009 
APC me-
dian cost 

0129 ........................ 21800 T Treatment of rib fracture ........................................................................................... $103.52 
21820 T Treat sternum fracture.
22305 T Treat spine process fracture.
23500 T Treat clavicle fracture.
23540 T Treat clavicle dislocation.
23570 T Treat shoulder blade fx.
23600 T Treat humerus fracture.
23620 T Treat humerus fracture.
23650 T Treat shoulder dislocation.
23675 T Treat dislocation/fracture.
23929 T Shoulder surgery procedure.
24500 T Treat humerus fracture.
24505 T Treat humerus fracture.
24530 T Treat humerus fracture.
24560 T Treat humerus fracture.
24565 T Treat humerus fracture.
24576 T Treat humerus fracture.
24600 T Treat elbow dislocation.
24640 T Treat elbow dislocation.
24650 T Treat radius fracture.
24670 T Treat ulnar fracture.
24675 T Treat ulnar fracture.
24999 T Upper arm/elbow surgery.
25500 T Treat fracture of radius.
25530 T Treat fracture of ulna.
25535 T Treat fracture of ulna.
25560 T Treat fracture radius & ulna.
25600 T Treat fracture radius/ulna.
25622 T Treat wrist bone fracture.
25630 T Treat wrist bone fracture.
25650 T Treat wrist bone fracture.
25660 T Treat wrist dislocation.
25675 T Treat wrist dislocation.
25680 T Treat wrist fracture.
25999 T Forearm or wrist surgery.
26600 T Treat metacarpal fracture.
26605 T Treat metacarpal fracture.
26641 T Treat thumb dislocation.
26670 T Treat hand dislocation.
26700 T Treat knuckle dislocation.
26705 T Treat knuckle dislocation.
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TABLE 15.—PROPOSED NEW APCS FOR CLOSED TREATMENT FRACTURE OF FINGER/TOE/TRUNK—Continued 

Proposed CY 2009 
new APC 

HCPCS 
code SI Short descriptor 

Proposed 
CY 2009 
APC me-
dian cost 

26720 T Treat finger fracture, each.
26725 T Treat finger fracture, each.
26740 T Treat finger fracture, each.
26742 T Treat finger fracture, each.
26750 T Treat finger fracture, each.
26755 T Treat finger fracture, each.
26770 T Treat finger dislocation.
26989 T Hand/finger surgery.
27193 T Treat pelvic ring fracture.
27200 T Treat tail bone fracture.
27220 T Treat hip socket fracture.
27230 T Treat thigh fracture.
27250 T Treat hip dislocation.
27256 T Treat hip dislocation.
27265 T Treat hip dislocation.
27267 T Cltx thigh fx.
27299 T Pelvis/hip joint surgery.
27501 T Treatment of thigh fracture.
27503 T Treatment of thigh fracture.
27508 T Treatment of thigh fracture.
27516 T Treat thigh fx growth plate.
27517 T Treat thigh fx growth plate.
27520 T Treat kneecap fracture.
27530 T Treat knee fracture.
27538 T Treat knee fracture(s).
27550 T Treat knee dislocation.
27560 T Treat kneecap dislocation.
27599 T Leg surgery procedure.
27750 T Treatment of tibia fracture.
27760 T Cltx medial ankle fx.
27767 T Cltx post ankle fx.
27768 T Cltx post ankle fx w/mnpj.
27780 T Treatment of fibula fracture.
27786 T Treatment of ankle fracture.
27788 T Treatment of ankle fracture.
27808 T Treatment of ankle fracture.
27816 T Treatment of ankle fracture.
27824 T Treat lower leg fracture.
27830 T Treat lower leg dislocation.
27899 T Leg/ankle surgery procedure.
28400 T Treatment of heel fracture.
28430 T Treatment of ankle fracture.
28435 T Treatment of ankle fracture.
28450 T Treat midfoot fracture, each.
28455 T Treat midfoot fracture, each.
28470 T Treat metatarsal fracture.
28475 T Treat metatarsal fracture.
28490 T Treat big toe fracture.
28495 T Treat big toe fracture.
28510 T Treatment of toe fracture.
28515 T Treatment of toe fracture.
28530 T Treat sesamoid bone fracture.
28540 T Treat foot dislocation.
28600 T Treat foot dislocation.
28605 T Treat foot dislocation.
28630 T Treat toe dislocation.
28660 T Treat toe dislocation.
28899 T Foot/toes surgery procedure.

0138 ........................ 20660 T Apply, rem fixation device ........................................................................................ 397.39 
22310 T Treat spine fracture.
23520 T Treat clavicle dislocation.
23525 T Treat clavicle dislocation.
23545 T Treat clavicle dislocation.
23575 T Treat shoulder blade fx.
23665 T Treat dislocation/fracture.
24535 T Treat humerus fracture.
24577 T Treat humerus fracture.
24655 T Treat radius fracture.
25505 T Treat fracture of radius.
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TABLE 15.—PROPOSED NEW APCS FOR CLOSED TREATMENT FRACTURE OF FINGER/TOE/TRUNK—Continued 

Proposed CY 2009 
new APC 

HCPCS 
code SI Short descriptor 

Proposed 
CY 2009 
APC me-
dian cost 

25520 T Treat fracture of radius.
25565 T Treat fracture radius & ulna.
25605 T Treat fracture radius/ulna.
25624 T Treat wrist bone fracture.
25635 T Treat wrist bone fracture.
26340 T Manipulate finger w/anesth.
26645 T Treat thumb fracture.
26675 T Treat hand dislocation.
27238 T Treat thigh fracture.
27246 T Treat thigh fracture.
27500 T Treatment of thigh fracture.
27510 T Treatment of thigh fracture.
27810 T Treatment of ankle fracture.
27818 T Treatment of ankle fracture.
27840 T Treat ankle dislocation.
28570 T Treat foot dislocation.

0139 ........................ 22315 T Treat spine fracture .................................................................................................. 1,339.53 
23505 T Treat clavicle fracture.
23605 T Treat humerus fracture.
23625 T Treat humerus fracture.
24620 T Treat elbow fracture.
25259 T Manipulate wrist w/anesthes.
25690 T Treat wrist dislocation.
26607 T Treat metacarpal fracture.
26706 T Pin knuckle dislocation.
27502 T Treatment of thigh fracture.
27532 T Treat knee fracture.
27752 T Treatment of tibia fracture.
27762 T Cltx med ankle fx w/mnpj.
27781 T Treatment of fibula fracture.
27825 T Treat lower leg fracture.
27831 T Treat lower leg dislocation.
28405 T Treatment of heel fracture.
28575 T Treat foot dislocation.

4. Individual Psychotherapy (APCs 0322 
and 0323) 

APC 0323 (Extended Individual 
Psychotherapy) had a 2 times rule 
violation for CYs 2007 and 2008, and 
was exempted from the 2 times rule 
during those years. APC 0323 would 
continue to have a 2 times rule violation 
in CY 2009 if its configuration is not 
adjusted. In the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 

66739), we agreed to review APC 0323 
at the next APC Panel meeting and seek 
the APC Panel’s guidance in 
reconfiguring this APC for CY 2009. 

It was brought to our attention that a 
handful of CPT codes describe 
psychotherapy services that could be 
appropriately provided and reported as 
part of a partial hospitalization program, 
but would not otherwise be 
appropriately reported by a HOPD for 

those psychotherapy services. 
Specifically, the category heading in the 
2008 CPT book specifies that the CPT 
codes listed in Table 16 below are to be 
reported for services provided in an 
‘‘inpatient hospital, partial hospital, or 
residential care facility.’’ These CPT 
codes have been assigned to APCs 0322 
(Brief Individual Psychotherapy) and 
0323 since the implementation of the 
OPPS. 

TABLE 16.—INPATIENT HOSPITAL, PARTIAL HOSPITAL, OR RESIDENTIAL CARE FACILITY PSYCHOTHERAPY CODES 

CPT code Long descriptor 

90816 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an inpatient hospital, partial hospital or 
residential care setting, approximately 20 to 30 minutes face-to-face with the patient; 

90817 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an inpatient hospital, partial hospital or 
residential care setting, approximately 20 to 30 minutes face-to-face with the patient; with medical evaluation and manage-
ment services. 

90818 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an inpatient hospital, partial hospital or 
residential care setting, approximately 45 to 50 minutes face-to-face with the patient; 

90819 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an inpatient hospital, partial hospital or 
residential care setting, approximately 45 to 50 minutes face-to-face with the patient; with medical evaluation and manage-
ment. 

90821 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an inpatient hospital, partial hospital or 
residential care setting, approximately 75 to 80 minutes face-to-face with the patient; 
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TABLE 16.—INPATIENT HOSPITAL, PARTIAL HOSPITAL, OR RESIDENTIAL CARE FACILITY PSYCHOTHERAPY CODES— 
Continued 

CPT code Long descriptor 

90822 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an inpatient hospital, partial hospital or 
residential care setting, approximately 75 to 80 minutes face-to-face with the patient; with medical evaluation and manage-
ment services. 

90823 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an inpatient hospital, partial hospital or residential care setting, approximately 20 to 30 min-
utes face-to-face with the patient; 

90824 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an inpatient hospital, partial hospital or residential care setting, approximately 20 to 30 min-
utes face-to-face with the patient; with medical evaluation and management services. 

90826 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an inpatient hospital, partial hospital or residential care setting, approximately 45 to 50 min-
utes face-to-face with the patient; 

90827 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an inpatient hospital, partial hospital or residential care setting, approximately 45 to 50 min-
utes face-to-face with the patient; with medical evaluation and management services. 

90828 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an inpatient hospital, partial hospital or residential care setting, approximately 75 to 80 min-
utes face-to-face with the patient; 

90829 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an inpatient hospital, partial hospital or residential care setting, approximately 75 to 80 min-
utes face-to-face with the patient; with medical evaluation and management services. 

The 2008 CPT book also includes a 
parallel set of CPT codes whose category 
heading in the CPT book specifies that 
these codes are to be reported for 

services provided in the office or other 
outpatient facilities. These CPT codes 
are listed in Table 17. These CPT codes 
have also been assigned to APCs 0322 

and 0323 since the implementation of 
the OPPS. 

TABLE 17.—OFFICE OR OTHER OUTPATIENT FACILITY PSYCHOTHERAPY CODES 

CPT code Long descriptor 

90804 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an office or outpatient facility, approxi-
mately 20 to 30 minutes face-to-face with the patient; 

90805 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an office or outpatient facility, approxi-
mately 20 to 30 minutes face-to-face with the patient; with medical evaluation and management services. 

90806 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an office or outpatient facility, approxi-
mately 45 to 50 minutes face-to-face with the patient; 

90807 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an office or outpatient facility, approxi-
mately 45 to 50 minutes face-to-face with the patient; with medical evaluation and management. 

90808 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an office or outpatient facility, approxi-
mately 75 to 80 minutes face-to-face with the patient; 

90809 ................ Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in an office or outpatient facility, approxi-
mately 75 to 80 minutes face-to-face with the patient; with medical evaluation and management services. 

90810 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an office or outpatient facility, approximately 20 to 30 minutes face-to-face with the patient; 

90811 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an office or outpatient facility, approximately 20 to 30 minutes face-to-face with the patient; 
with medical evaluation and management services. 

90812 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an office or outpatient facility, approximately 45 to 50 minutes face-to-face with the patient; 

90813 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an office or outpatient facility, approximately 45 to 50 minutes face-to-face with the patient; 
with medical evaluation and management services. 

90814 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an office or outpatient facility, approximately 75 to 80 minutes face-to-face with the patient; 

90815 ................ Individual psychotherapy, interactive, using play equipment, physical devices, language interpreter, or other mechanisms of 
non-verbal communication, in an office or outpatient facility, approximately 75 to 80 minutes face-to-face with the patient; 
with medical evaluation and management services. 

Our CY 2007 claims data for this 
proposed rule (excluding all claims for 
partial hospitalization services) include 
approximately 10,000 OPPS claims for 
CPT codes 90816 through 90829, 
compared with approximately 500,000 
claims for CPT codes 90804 through 

90815. We are unclear as to what HOPD 
services these claims for CPT codes 
90816 through 90829 represent and 
believe that these may be miscoded 
claims. We do not believe that CPT 
codes 90816 through 90829 could be 
appropriately reported for hospital 

outpatient services that are not part of 
a partial hospitalization program. 
Therefore, for CY 2009, we are 
proposing to assign status indicator ‘‘P’’ 
to CPT codes 90816 through 90829, 
indicating that these services may be 
billed appropriately and paid under the 
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OPPS only when they are part of a 
partial hospitalization program. Partial 
hospitalization services are not included 
in our ratesetting process for nonpartial 
hospitalization OPPS services. Under 
this proposal, hospitals would continue 
to report CPT codes 90804 through 
90815 for individual psychotherapy 
services provided in the HOPD that are 
not part of partial hospitalization 
services, consistent with CPT 
instructions. 

We recalculated the median costs for 
APCs 0322 and 0323, after assigning 
status indicator ‘‘P’’ to CPT codes 90816 
through 90829. As partial 
hospitalization services only, the claims 
data for these codes would only be 
considered for ratesetting with respect 
to partial hospitalization services paid 
through the two proposed CY 2009 
partial hospitalization APCs, 
specifically APC 0172 (Level I Partial 
Hospitalization (3 services)) and APC 
0173 (Level II Partial Hospitalization (4 
or more services)), and no historical 
hospital claims data would continue to 
map to APCs 0322 and 0323. We refer 
readers to section X.B. of this proposed 
rule for a complete discussion of the 
proposed CY 2009 partial 
hospitalization payment policy. The CY 
2009 proposed median costs for APCs 
0322 and 0323 are approximately $88 
and $108, respectively. This new 
configuration for APC 0323 eliminates 
the longstanding 2 times violation for 
this APC, although the median cost 
remains approximately the same as it 
was for CYs 2007 and 2008. 

During its March 2008 APC Panel 
meeting, the APC Panel recommended 
that CMS restructure APC 0323 as 
described above, and that a similar 
restructuring be considered for APC 
0322. For CY 2009, we are adopting the 
APC Panel’s recommendation and, 
therefore, we are proposing to assign 
status indicator ‘‘P’’ to CPT codes 90816 
through 90829. 

5. Implant Injection for Vesicoureteral 
Reflex (APC 0162) 

Following publication of the CY 2008 
OPPS/ASC final rule with comment 
period, several members of the public 
contacted us to express their concerns 
regarding decreased access to and 
inadequate payment for CPT code 52327 
(Cystourethroscopy, including ureteral 
catheterization, with subureteric 
injection of implant material). The CY 
2008 OPPS payment for this procedure, 
which is assigned to APC 0162 (Level III 
Cystourethroscopy and other 
Genitourinary Procedures), is 
approximately $1,578. This procedure is 
primarily performed on pediatric 
patients to correct an anatomical defect 

that causes urine to reflux back to the 
kidneys (vesicoureteral reflux disease or 
VUR). From the perspective of these 
stakeholders, the assignment of this 
procedure to APC 0162 provides 
inadequate payment to cover the 
hospital’s cost for the procedure, which 
they asserted requires expensive 
implant material. Specifically, they 
stated that the currently available CPT 
and Level II HCPCS coding lacks the 
specificity needed to properly account 
for the cost of the ureteral implant, 
resulting in inadequate payment for this 
procedure. In addition to receiving 
several letters on this subject, we also 
met with several stakeholders about the 
concerns of pediatric urologists 
regarding decreased access to and 
inadequate payment for performance of 
this procedure. 

At the March 2008 APC Panel 
meeting, a presenter requested that the 
APC Panel recommend reassignment of 
CPT code 52327 from APC 0162 to APC 
0385 (Level I Prosthetic Urological 
Procedures), which has a CY 2008 
payment rate of approximately $5,327. 
The presenter indicated that while CPT 
code 52327 is clinically similar to other 
procedures assigned to APC 0162, it is 
not similar in terms of resource 
utilization. The presenter stated that 
CPT code 52327 is the only procedure 
assigned to APC 0162 that uses a high 
cost implant, yet it is paid the same as 
procedures that do not. The APC Panel 
recommended that CMS consider 
reassigning CPT code 52327 to a more 
appropriate APC. 

Based upon our further review and 
analysis of the clinical characteristics 
and resource costs associated with the 
procedure, we are accepting the APC 
Panel’s recommendation and proposing 
to reassign CPT code 52327 to APC 0163 
(Level IV Cystourethroscopy and other 
Genitourinary Procedures) for CY 2009. 
The median cost of CPT code 52327 is 
approximately $2,030 based on 246 
single claims available for this proposed 
rule. The proposed median cost of APC 
0163 is approximately $2,388, and the 
median costs of significant procedures 
in this APC range from approximately 
$1,951 to $2,526. A number of the 
procedures assigned to APC 0163 are 
clinically similar to CPT code 52327, 
involving the use of a cystoscope and 
the implantation of devices. Based on 
our review of its clinical and resource 
characteristics, we believe the most 
appropriate CY 2009 APC assignment 
for CPT code 52327 is APC 0163. 
Therefore, for CY 2009, we are 
proposing to reassign CPT code 52327 
from APC 0162 to APC 0163, with a 
proposed median cost of approximately 
$2,388. 

IV. Proposed OPPS Payment for Devices 

A. Pass-Through Payments for Devices 

1. Expiration of Transitional Pass- 
Through Payments for Certain Devices 

a. Background 

Section 1833(t)(6)(B)(iii) of the Act 
requires that, under the OPPS, a 
category of devices be eligible for 
transitional pass-through payments for 
at least 2, but not more than 3, years. 
This period begins with the first date on 
which a transitional pass-through 
payment is made for any medical device 
that is described by the category. We 
may establish a new device category for 
pass-through payment in any quarter. 
Under our established policy, we base 
the expiration dates for the category 
codes on the date on which a category 
was first eligible for pass-through 
payment. We propose and finalize the 
dates for expiration of pass-through 
payments for device categories as part of 
the OPPS annual update. 

Two currently eligible categories, 
C1821 (Interspinous process distraction 
device (implantable)) and L8690 
(Auditory osseointegrated device, 
includes all internal and external 
components), were established for pass- 
through payment as of January 1, 2007. 
These two device categories will be 
eligible for pass-through payment for 2 
years through December 31, 2008. In the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66751), we 
finalized our policy to expire these two 
categories from pass-through device 
payment after December 31, 2008. 

We also have an established policy to 
package the costs of the devices no 
longer eligible for pass-through 
payments into the costs of the 
procedures with which the devices are 
reported in the claims data used to set 
the payment rates (67 FR 66763). 
Brachytherapy sources, which are now 
separately paid in accordance with 
section 1833(t)(2)(H) of the Act, are an 
exception to this established policy. 

b. Proposed Policy 

For CY 2009, we are implementing 
the final decisions that we discussed in 
the CY 2008 OPPS/ASC final rule with 
comment period that finalizes the 
expiration date of pass-through status 
for device categories C1821 and L8690. 
Therefore, as of January 1, 2009, we will 
discontinue pass-through payment for 
device category codes C1821 and L8690. 
In accordance with our established 
policy, we will package the costs of the 
devices assigned to these device 
categories into the costs of the 
procedures with which the devices were 
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billed in CY 2007, the year of hospital 
claims data used for this OPPS update. 

We currently have no established 
device categories eligible for pass- 
through payment that are continuing 
into CY 2009. We continue to evaluate 
applications for devices pass-through 
payment on an ongoing basis. We may 
establish a new device category in any 
quarter, and we will advise the public 
of our decision to establish a new device 
category in a subsequent quarter in CY 
2008 through the transmittal that 
implements the OPPS update for the 
applicable quarter. We would then 
propose an expiration date for such new 
categories in future OPPS annual 
updates. 

2. Proposed Provisions for Reducing 
Transitional Pass-Through Payments To 
Offset Costs Packaged Into APC Groups 

a. Background 

We have an established policy to 
estimate the portion of each APC 
payment rate that could reasonably be 
attributed to the cost of the associated 
devices that are eligible for pass-through 
payments (66 FR 59904). We deduct 
from the pass-through payments for 
identified device categories eligible for 
pass-through payments an amount that 
reflects the portion of the APC payment 
amount that we determine is associated 
with the cost of the device, defined as 
the APC offset amount, as required by 
section 1833(t)(6)(D)(ii) of the Act. We 
have consistently employed an 
established methodology to estimate the 
portion of each APC payment rate that 
could reasonably be attributed to the 
cost of an associated device eligible for 
pass-through payment, using claims 
data from the period used for the most 
recent recalibration of the APC rates (72 
FR 66751 through 66752). We establish 
and update the applicable APC offset 
amounts for eligible pass-through device 
categories through the transmittals that 
implement the quarterly OPPS updates. 

b. Proposed Policy 

We are proposing to continue our 
established policies for calculating and 
setting the APC offset amounts for each 
device category eligible for pass-through 
payment. We are also proposing to 
continue to review each new device 
category on a case-by-case basis, to 
determine whether device costs 
associated with the new category are 
packaged into the existing APC 
structure. If device costs packaged into 
the existing APC structure are 
associated with the new category, we 
would deduct the APC offset amount 
from the pass-through payment for the 
device category. 

B. Proposed Adjustment to OPPS 
Payment for Partial or Full Credit 
Devices 

1. Background 
In recent years there have been 

several field actions and recalls as a 
result of implantable device failures. In 
many of these cases, the manufacturers 
have offered devices without cost to the 
hospital or with credit for the device 
being replaced if the patient required a 
more expensive device. In order to 
ensure that payment rates for 
procedures involving devices reflect 
only the full costs of those devices, our 
standard rate-setting methodology for 
device-dependent APCs uses only 
claims that contain the correct device 
code for the procedure, do not contain 
token charges, and do contain the ‘‘FB’’ 
modifier signifying that the device was 
furnished without cost or with a full 
credit. 

To ensure equitable payment when 
the hospital receives a device without 
cost or with full credit, in CY 2007 we 
implemented a policy to reduce the 
payment for specified device-dependent 
APCs by the estimated portion of the 
APC payment attributable to device 
costs (that is, the device offset) when the 
hospital receives a specified device at 
no cost or with full credit. Hospitals are 
instructed to report such full credit/no 
cost cases using the ‘‘FB’’ modifier on 
the line with the procedure code in 
which the free device is used. In cases 
in which the device is furnished 
without cost, the hospital is to report a 
token device charge of less than $1.01. 
In cases in which the device being 
inserted is an upgrade (either of the 
same type of device or to a different 
type of device) with a full credit for the 
device being replaced, the hospital is to 
report as the device charge the 
difference between its usual charge for 
the replacement device being implanted 
and its usual charge for the replaced 
device for which it received full credit. 
In CY 2008, we expanded this payment 
adjustment policy to include cases in 
which hospitals receive partial credits 
of 50 percent or more of the cost of a 
specified device. Hospitals are 
instructed to append the ‘‘FC’’ modifier 
to the procedure code that reports the 
service provided to furnish the device 
when they receive a partial credit of 50 
percent or more of the cost of the new 
device. In CY 2008, OPPS payment for 
the implantation procedure is reduced 
by 100 percent of the device offset for 
full credit/no cost cases when both a 
specified device code is present on the 
claim and the procedure code maps to 
a specified APC. Payment for the 
implantation procedure is reduced by 

50 percent of the device offset for partial 
credit cases when both a specified 
device code is present on the claim and 
the procedure code maps to a specified 
APC. Beneficiary copayment is based on 
the reduced payment amount when 
either the ‘‘FB’’ or ‘‘FC’’ modifier is 
billed and the procedure and device 
codes appear on the lists of procedures 
and devices to which this policy 
applies. We refer readers to the CY 2008 
OPPS/ASC final rule with comment 
period for more background information 
on the ‘‘FB’’ and ‘‘FC’’ payment 
adjustment policy (72 FR 66743 through 
66749). 

2. Proposed APCs and Devices Subject 
to the Adjustment Policy 

For CY 2009, we are proposing to 
continue the policy of reducing OPPS 
payment by 100 percent of the device 
offset amount when a hospital furnishes 
a specified device without cost or with 
a full credit and by 50 percent of the 
device offset amount when the hospital 
receives partial credit in the amount of 
50 percent or more of the cost for the 
device. Because the APC payments for 
the related services are specifically 
constructed to ensure that the full cost 
of the device is included in the 
payment, we continue to believe that it 
is appropriate to reduce the APC 
payment in cases in which the hospital 
receives a device without cost, with full 
credit, or with partial credit, in order to 
provide equitable payment in these 
cases (we refer readers to section 
II.A.2.d.(1) of this proposed rule for a 
description of our standard ratesetting 
methodology for device-dependent 
APCs). Moreover, the payment for these 
devices comprises a large part of the 
APC payment on which the beneficiary 
copayment is based, and we continue to 
believe it is equitable that the 
beneficiary cost sharing reflect the 
reduced costs in these cases. 

We also are proposing to continue 
using the three criteria established in 
the CY 2007 OPPS/ASC final rule with 
comment period for determining the 
APCs to which this policy applies (71 
FR 68072 through 68077). Specifically, 
(1) all procedures assigned to the 
selected APCs must require implantable 
devices that would be reported if device 
insertion procedures were performed, 
(2) the required devices must be 
surgically inserted or implanted devices 
that remain in the patient’s body after 
the conclusion of the procedures (at 
least temporarily), and (3) the device 
offset amount must be significant, 
which for purposes of this policy is 
defined as exceeding 40 percent of the 
APC cost. We also are proposing to 
continue to restrict the devices to which 
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the APC payment adjustment would 
apply to a specific set of costly devices 
to ensure that the adjustment would not 
be triggered by the implantation of an 
inexpensive device whose cost would 
not constitute a significant proportion of 
the total payment rate for an APC. We 
continue to believe that these criteria 
are appropriate because free devices and 
credits are likely to be associated with 
particular cases only when the device 
must be reported on the claim and is of 
a type that is implanted and remains in 
the body when the beneficiary leaves 
the hospital. We believe that the 
reduction in payment is appropriate 
only when the cost of the device is a 
significant part of the total cost of the 
APC into which the device cost is 
packaged, and that the 40 percent 
threshold is a reasonable definition of a 
significant cost. 

We examined the offset amounts 
calculated from the CY 2009 proposed 
rule data and the clinical characteristics 
of APCs to determine whether the APCs 
to which the full credit/no cost and 
partial credit device adjustment policy 
applies in CY 2008 continue to meet the 
criteria for CY 2009, and to determine 
whether other APCs to which the policy 
does not apply in CY 2008 would meet 
the criteria for CY 2009. Table 18 below 
lists the proposed APCs to which the 
payment reduction policy for full credit/ 
no cost and partial credit devices would 
apply in CY 2009 and displays the 
proposed payment reduction 
percentages for both full credit/no cost 
and partial credit circumstances. Table 
19 lists the proposed devices to which 
this policy would apply in CY 2009. As 
reflected in the tables, we are proposing 
to add APC 0425 (Level II Arthroplasty 
or Implantation with Prosthesis) and 

APC 0648 (Level IV Breast Surgery) and 
their associated devices that would not 
otherwise be on the device list for CY 
2009 because the device offset 
percentages for these two APCs are 
above the 40 percent threshold based on 
the CY 2007 claims data available for 
the proposed rule. We also are 
proposing to remove APC 0106 
(Insertion/Replacement of Pacemaker 
Leads and/or Electrodes) and device 
HCPCS codes associated only with 
procedures assigned to this APC 
because the proposed device offset 
percentage for that APC is less than 40 
percent. We will update the lists of 
APCs and devices to which the full 
credit/no cost and partial credit device 
adjustment policy would apply in CY 
2009 based on the final CY 2007 claims 
data available for the CY 2009 OPPS/ 
ASC final rule with comment period. 

TABLE 18.—PROPOSED APC ADJUSTMENTS IN CASES OF DEVICES FURNISHED AT NO COST OR WITH FULL OR PARTIAL 
CREDIT 

APC SI APC title 

Proposed 
CY 2009 re-
duction for 
full credit 

case 
(percent) 

Proposed 
CY 2009 re-
duction for 

partial credit 
case 

(percent) 

0039 ....................... S Level I Implantation of Neurostimulator ................................................................ 83 42 
0040 ....................... S Percutaneous Implantation of Neurostimulator Electrodes, Excluding Cranial 

Nerve.
56 28 

0061 ....................... S Laminectomy, Laparoscopy, or Incision for Implantation of Neurostimulator 
Electrodes, Excluding Cranial Nerve.

61 30 

0089 ....................... T Insertion/Replacement of Permanent Pacemaker and Electrodes ...................... 72 36 
0090 ....................... T Insertion/Replacement of Pacemaker Pulse Generator ....................................... 73 36 
0107 ....................... T Insertion of Cardioverter-Defibrillator .................................................................... 89 44 
0108 ....................... T Insertion/Replacement/Repair of Cardioverter-Defibrillator Leads ....................... 88 44 
0222 ....................... S Level II Implantation of Neurostimulator ............................................................... 84 42 
0225 ....................... S Implantation of Neurostimulator Electrodes, Cranial Nerve ................................. 61 30 
0227 ....................... T Implantation of Drug Infusion Device ................................................................... 81 40 
0259 ....................... T Level VII ENT Procedures .................................................................................... 83 42 
0315 ....................... S Level III Implantation of Neurostimulator .............................................................. 88 44 
0385 ....................... S Level I Prosthetic Urological Procedures ............................................................. 57 29 
0386 ....................... S Level II Prosthetic Urological Procedures ............................................................ 64 32 
0418 ....................... T Insertion of Left Ventricular Pacing Elect ............................................................. 70 35 
0425 ....................... T Level II Arthroplasty or Implantation with Prosthesis ........................................... 46 23 
0648 ....................... T Level IV Breast Surgery ........................................................................................ 41 21 
0654 ....................... T Insertion/Replacement of a permanent dual chamber pacemaker ...................... 77 38 
0655 ....................... T Insertion/Replacement/Conversion of a permanent dual chamber pacemaker ... 75 37 
0680 ....................... S Insertion of Patient Activated Event Recorders .................................................... 71 35 
0681 ....................... T Knee Arthroplasty ................................................................................................. 74 37 

TABLE 19.—PROPOSED DEVICES FOR 
WHICH THE ‘‘FB’’ OR ‘‘FC’’ MODI-
FIER MUST BE REPORTED WITH THE 
PROCEDURE CODE WHEN FUR-
NISHED AT NO COST OR WITH FULL 
OR PARTIAL CREDIT 

Device 
HCPCS 

code 
Short descriptor 

C1721 ...... AICD, dual chamber. 
C1722 ...... AICD, single chamber. 
C1728 ...... Cath, brachytx seed adm. 

TABLE 19.—PROPOSED DEVICES FOR 
WHICH THE ‘‘FB’’ OR ‘‘FC’’ MODI-
FIER MUST BE REPORTED WITH THE 
PROCEDURE CODE WHEN FUR-
NISHED AT NO COST OR WITH FULL 
OR PARTIAL CREDIT—Continued 

Device 
HCPCS 

code 
Short descriptor 

C1764 ...... Event recorder, cardiac. 
C1767 ...... Generator, neurostim, imp. 
C1771 ...... Rep dev, urinary, w/sling. 

TABLE 19.—PROPOSED DEVICES FOR 
WHICH THE ‘‘FB’’ OR ‘‘FC’’ MODI-
FIER MUST BE REPORTED WITH THE 
PROCEDURE CODE WHEN FUR-
NISHED AT NO COST OR WITH FULL 
OR PARTIAL CREDIT—Continued 

Device 
HCPCS 

code 
Short descriptor 

C1772 ...... Infusion pump, programmable. 
C1776 ...... Joint device (implantable). 
C1778 ...... Lead, neurostimulator. 
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TABLE 19.—PROPOSED DEVICES FOR 
WHICH THE ‘‘FB’’ OR ‘‘FC’’ MODI-
FIER MUST BE REPORTED WITH THE 
PROCEDURE CODE WHEN FUR-
NISHED AT NO COST OR WITH FULL 
OR PARTIAL CREDIT—Continued 

Device 
HCPCS 

code 
Short descriptor 

C1779 ...... Lead, pmkr, transvenous VDD. 
C1785 ...... Pmkr, dual, rate-resp. 
C1786 ...... Pmkr, single, rate-resp. 
C1789 ...... Prosthesis, breast, imp. 
C1813 ...... Prosthesis, penile, inflatab. 
C1815 ...... Pros, urinary sph, imp. 
C1820 ...... Generator, neuro rechg bat sys. 
C1881 ...... Dialysis access system. 
C1882 ...... AICD, other than sing/dual. 
C1891 ...... Infusion pump, non-prog, perm. 
C1897 ...... Lead, neurostim, test kit. 
C1898 ...... Lead, pmkr, other than trans. 
C1900 ...... Lead coronary venous. 
C2619 ...... Pmkr, dual, non rate-resp. 
C2620 ...... Pmkr, single, non rate-resp. 
C2621 ...... Pmkr, other than sing/dual. 
C2622 ...... Prosthesis, penile, non-inf. 
C2626 ...... Infusion pump, non-prog, temp. 
C2631 ...... Rep dev, urinary, w/o sling. 
L8600 ....... Implant breast silicone/eq. 
L8614 ....... Cochlear device/system. 
L8690 ....... Aud osseo dev, int/ext comp. 

V. Proposed OPPS Payment Changes for 
Drugs, Biologicals, and 
Radiopharmaceuticals 

A. Proposed OPPS Transitional Pass- 
Through Payment for Additional Costs 
of Drugs, Biologicals, and 
Radiopharmaceuticals 

1. Background 

Section 1833(t)(6) of the Act provides 
for temporary additional payments or 
‘‘transitional pass-through payments’’ 
for certain drugs and biological agents. 
As originally enacted by the Medicare, 
Medicaid, and SCHIP Balanced Budget 
Refinement Act (BBRA) of 1999 (Pub. L. 
106–113), this provision requires the 
Secretary to make additional payments 
to hospitals for current orphan drugs, as 
designated under section 526 of the 
Federal Food, Drug, and Cosmetic Act 
(Pub. L. 107–186); current drugs and 
biological agents and brachytherapy 
sources used for the treatment of cancer; 
and current radiopharmaceutical drugs 
and biological products. For those drugs 
and biological agents referred to as 
‘‘current,’’ the transitional pass-through 
payment began on the first date the 
hospital OPPS was implemented (before 
enactment of the Medicare, Medicaid, 
and SCHIP Benefits Improvement and 
Protection Act (BIPA) of 2000 (Pub. L. 
106–554), on December 21, 2000). 

Transitional pass-through payments 
are also provided for certain ‘‘new’’ 

drugs and biological agents that were 
not being paid for as an HOPD service 
as of December 31, 1996, and whose 
cost is ‘‘not insignificant’’ in relation to 
the OPPS payments for the procedures 
or services associated with the new drug 
or biological. For pass-through payment 
purposes, radiopharmaceuticals are 
included as ‘‘drugs.’’ Under the statute, 
transitional pass-through payments can 
be made for at least 2 years but not more 
than 3 years. Proposed CY 2009 pass- 
through drugs and biologicals and their 
APCs are assigned status indicator ‘‘G’’ 
as indicated in Addenda A and B to this 
proposed rule. 

Section 1833(t)(6)(D)(i) of the Act 
specifies that the pass-through payment 
amount, in the case of a drug or 
biological, is the amount by which the 
amount determined under section 
1842(o) of the Act (or, if the drug or 
biological is covered under a 
competitive acquisition contract under 
section 1847B of the Act, an amount 
determined by the Secretary equal to the 
average price for the drug or biological 
for all competitive acquisition areas and 
year established under such section as 
calculated and adjusted by the 
Secretary) for the drug or biological 
exceeds the portion of the otherwise 
applicable Medicare OPD fee schedule 
that the Secretary determines is 
associated with the drug or biological. 
This methodology for determining the 
pass-through payment amount is set 
forth in § 419.64 of the regulations, 
which specifies that the pass-through 
payment equals the amount determined 
under section 1842(o) of the Act minus 
the portion of the APC payment that 
CMS determines is associated with the 
drug or biological. Section 1847A of the 
Act, as added by section 303(c) of Pub. 
L. 108–173, establishes the use of the 
average sales price (ASP) methodology 
as the basis for payment for drugs and 
biologicals described in section 
1842(o)(1)(C) of the Act that are 
furnished on or after January 1, 2005. 
The ASP methodology, as applied under 
the OPPS, uses several sources of data 
as a basis for payment, including the 
ASP, wholesale acquisition cost (WAC), 
and average wholesale price (AWP). In 
this proposed rule, the term ‘‘ASP 
methodology’’ and ‘‘ASP-based’’ are 
inclusive of all data sources and 
methodologies described therein. 
Additional information on the ASP 
methodology can be found on the CMS 
Web site at: http://www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice/ 
01_overview.asp#TopOfPage. 

As noted above, section 
1833(t)(6)(D)(i) of the Act also states that 
if a drug or biological is covered under 
a competitive acquisition contract under 

section 1847B of the Act, the payment 
rate is equal to the average price for the 
drug or biological for all competitive 
acquisition areas and the year 
established as calculated and adjusted 
by the Secretary. Section 1847B of the 
Act, as added by section 303(d) of 
Pub. L. 108–173, establishes the 
payment methodology for Medicare Part 
B drugs and biologicals under the 
competitive acquisition program (CAP). 
The Part B drug CAP was implemented 
July 1, 2006, and includes 
approximately 190 of the most common 
Part B drugs provided in the physician’s 
office setting. The list of drugs and 
biologicals covered under the Part B 
drug CAP, their associated payment 
rates, and the Part B drug CAP pricing 
methodology can be found on the CMS 
Web site at: http://www.cms.hhs.gov/ 
CompetitiveAcquisforBios. 

For CYs 2005, 2006, and 2007, we 
estimated the OPPS pass-through 
payment amount for drugs and 
biologicals to be zero based on our 
interpretation that the ‘‘otherwise 
applicable Medicare OPD fee schedule’’ 
amount was equivalent to the amount to 
be paid for pass-through drugs and 
biologicals under section 1842(o) of the 
Act (or section 1847B of the Act, if the 
drug or biological is covered under a 
competitive acquisition contract). We 
concluded for those years that the 
resulting difference between these two 
rates would be zero. For CY 2008, we 
estimated the OPPS pass-through 
payment amount for drugs and 
biologicals to be $6.6 million. Our 
proposed OPPS pass-through payment 
estimate for drugs and biologicals in CY 
2009 is $8.9 million, which is discussed 
in section VI.B. of this proposed rule. 

The pass-through application and 
review process for drugs and biologicals 
is explained on the CMS Web site at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
04_passthrough_payment.asp. 

2. Proposed Drugs and Biologicals With 
Expiring Pass-Through Status in CY 
2008 

Section 1833(t)(6)(C)(i) of the Act 
specifies that the duration of 
transitional pass-through payments for 
drugs and biologicals must be no less 
than 2 years and no longer than 3 years. 
We are proposing that the pass-through 
status of 15 drugs and biologicals expire 
on December 31, 2008, as listed in Table 
20 below. Our standard methodology for 
providing payment for drugs and 
biologicals with expiring pass-through 
status in an upcoming calendar year is 
to determine the product’s estimated per 
day cost and compare it with the OPPS 
drug packaging threshold for that 
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calendar year (proposed at $60 for CY 
2009). If the estimated per day cost is 
less than or equal to the applicable 
OPPS drug packaging threshold, we 
would package payment for the drug or 
biological into the payment for the 
associated procedure in the upcoming 
calendar year. If the estimated per day 
cost is greater than the OPPS drug 
packaging threshold, we would provide 
separate payment at the applicable 
relative ASP-based payment amount 
(proposed at ASP + 4 percent for CY 
2009). For drugs and biologicals that are 
currently covered under the CAP, we 
are proposing to use the payment rates 
calculated under that program that are 
in effect as of April 1, 2008, for 
purposes of packaging decisions and for 
Addenda A and B to this proposed rule. 
We are proposing to update these 
payment rates for purposes of the CY 
2009 OPPS/ASC final rule with 
comment period. 

Three of the products with expiring 
pass-through status for CY 2009 are 
biologicals that are solely surgically 
implanted according to their Food and 
Drug Administration-approved 
indications. These products are 
described by HCPCS codes C9352 
(Microporous collagen implantable tube 
(Neuragen Nerve Guide), per centimeter 
length); C9353 (Microporous collagen 
implantable slit tube (NeuraWrap Nerve 
Protector), per centimeter length); and 
J7348 (Dermal (substitute) tissue of 
nonhuman origin, with or without other 
bioengineered or processed elements, 
without metabolically active elements 
(Tissuemend), per square centimeter). 

The methodology of calculating a 
product’s estimated per day cost and 
comparing it to the annual OPPS drug 
packaging threshold has been used to 
determine the packaging status of all 
drugs and biologicals under the OPPS 
(except for our exemption for 5HT3 anti- 
emetics), including injectable products 
paid for under the OPPS as biologicals 
(such as intraarticular sodium 
hyaluronate products). However, we 
believe that the three products 
described above with expiring pass- 
through status for CY 2009 differ from 
other biologicals paid under the OPPS 
in that they specifically function as 
surgically implanted devices. Both 

implantable devices under the OPPS 
and these three biologicals with 
expiring pass-through status are always 
surgically inserted or implanted 
(including through a surgical incision or 
a natural orifice). Furthermore, in some 
cases these implantable biologicals can 
substitute for implantable nonbiologic 
devices (such as for synthetic nerve 
conduits or synthetic mesh used in 
tendon repair). To date, for other 
nonpass-through biologicals paid under 
the OPPS which may sometimes be used 
as implantable devices, we have 
instructed hospitals, via Transmittal 
1336, Change Request 5718, dated 
September 14, 2007, to not separately 
bill for the HCPCS codes for the 
products when using these items as 
implantable devices (including as a 
scaffold or an alternative to human or 
nonhuman connective tissue or mesh 
used in a graft) during surgical 
procedures. In such cases, we consider 
payment for the biological used as an 
implantable device in a specific clinical 
case to be included in payment for the 
surgical procedure. 

As we established in the CY 2003 
OPPS final rule with comment period 
(67 FR 66763), when the pass-through 
payment period for an implantable 
device ends, it is standard OPPS policy 
to package payment for the implantable 
device into payment for its associated 
surgical procedure. We consider 
nonpass-through implantable devices to 
be integral and supportive items and 
services for which packaged payment is 
most appropriate. According to our 
regulations at § 419.2(b), as a 
prospective payment system, the OPPS 
establishes a national payment rate that 
includes operating and capital-related 
costs that are directly related and 
integral to performing a procedure or 
furnishing a service on an outpatient 
basis including, but not limited to, 
implantable prosthetics, implantable 
durable medical equipment, and 
medical and surgical supplies. 
Therefore, when the period of device 
pass-through payment ends, we package 
the costs of the devices no longer 
eligible for pass-through payment into 
the costs of the procedures with which 
the devices were reported in the claims 
data used to set the payment rates for 

the upcoming calendar year. We believe 
this policy to package payment for 
implantable devices that are integral to 
the performance of separately paid 
procedures should also apply to 
payment for implantable biologicals 
without pass-through status, when those 
biologicals function as implantable 
devices. As stated above, implantable 
biologicals may be used in place of 
other implantable nonbiologic devices 
whose costs are already accounted for in 
the associated procedural APC 
payments for surgical procedures. If we 
were to provide separate payment for 
these implantable biologicals without 
pass-through status, we would 
potentially be providing duplicate 
device payment, both through the 
packaged nonbiologic device cost 
included in the surgical procedure’s 
payment and separate biological 
payment. We see no basis for treating 
implantable biological and nonbiologic 
devices without pass-through status 
differently for OPPS payment purposes, 
because both are integral to and 
supportive of the separately paid 
surgical procedures in which either may 
be used. Therefore, for CY 2009, we are 
proposing to package payment for any 
biological without pass-through status 
that is surgically inserted or implanted 
(through a surgical incision or a natural 
orifice) into the payment for the 
associated surgical procedure. As a 
result of this proposed methodology, 
HCPCS codes C9352, C9353 and J7348 
would be packaged and assigned status 
indicator ‘‘N’’ for CY 2009. In addition, 
any new biologicals without pass- 
through status that are surgically 
inserted or implanted (through a 
surgical incision or a natural orifice) 
would be packaged beginning in CY 
2009. Moreover, for nonpass-through 
biologicals which may sometimes be 
used as implantable devices, we would 
continue to instruct hospitals to not bill 
separately for the HCPCS codes for the 
products when used as implantable 
devices. This reporting would ensure 
that the costs of these products that may 
be, but are not always, used as 
implanted biologicals are appropriately 
packaged into payment for the 
associated implantation procedures. 

TABLE 20.—PROPOSED DRUGS AND BIOLOGICALS FOR WHICH PASS-THROUGH STATUS WOULD EXPIRE DECEMBER 31, 
2008 

CY 2009 HCPCS 
code 

CY 2008 HCPCS 
code CY 2008 descriptor 

Proposed 
CY 2009 

SI 

Proposed 
CY 2009 

APC 

C9352 .................... C9352 ................... Neuragen nerve guide, per cm ................................................................... N ....................
C9353 .................... C9353 ................... Neurawrap nerve protector, cm .................................................................. N ....................
J0129 ..................... J0129* .................. Abatacept injection ...................................................................................... K 9230 
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TABLE 20.—PROPOSED DRUGS AND BIOLOGICALS FOR WHICH PASS-THROUGH STATUS WOULD EXPIRE DECEMBER 31, 
2008—Continued 

CY 2009 HCPCS 
code 

CY 2008 HCPCS 
code CY 2008 descriptor 

Proposed 
CY 2009 

SI 

Proposed 
CY 2009 

APC 

J0348 ..................... J0348 .................... Anadulafungin injection ............................................................................... K 0760 
J0894 ..................... J0894* .................. Decitabine injection ..................................................................................... K 9231 
J1740 ..................... J1740* .................. Ibandronate sodium injection ...................................................................... K 9229 
J1743 ..................... J1743 .................... Idursulfase injection .................................................................................... K 9232 
J2248 ..................... J2248 .................... Micafungin sodium injection ........................................................................ K 9227 
J2323 ..................... J2323* .................. Natalizumab injection .................................................................................. K 9126 
J2778 ..................... J2778* .................. Ranibizumab injection ................................................................................. K 9233 
J3243 ..................... J3243 .................... Tigecycline injection .................................................................................... K 9228 
J3473 ..................... J3473 .................... Hyaluronidase recombinant ........................................................................ N ....................
J7348 ..................... J7348 .................... Tissuemend tissue ...................................................................................... N ....................
J7349 ..................... J7349 .................... Primatrix tissue ............................................................................................ K 1141 
J9303 ..................... J9303 .................... Panitumumab injection ................................................................................ K 9235 

* Indicates that the drug was paid at a rate determined by the Part B drug CAP methodology while identified as pass-through under the OPPS. 

3. Proposed Drugs, Biologicals, and 
Radiopharmaceuticals With New or 
Continuing Pass-Through Status in CY 
2009 

We are proposing to continue pass- 
through status in CY 2009 for 16 drugs 
and biologicals. These items, which 
were approved for pass-through status 
between April 1, 2007 and July 1, 2008, 
are listed in Table 21. The APCs and 
HCPCS codes for these proposed drugs 
and biologicals listed in Table 21 are 
assigned status indicator ‘‘G’’ in 
Addenda A and B to this proposed rule. 

Section 1833(t)(6)(D)(i) of the Act sets 
the amount of pass-through payment for 
pass-through drugs and biologicals (the 
pass-through payment amount) as the 
difference between the amount 
authorized under section 1842(o) of the 
Act (or, if the drug or biological is 
covered under a CAP under section 
1847B of the Act, an amount determined 
by the Secretary equal to the average 
price for the drug or biological for all 
competitive acquisition areas and year 
established under such section as 
calculated and adjusted by the 
Secretary) and the portion of the 
otherwise applicable fee schedule 
amount that the Secretary determines is 
associated with the drug or biological. 
Given our CY 2009, proposal to provide 
payment for nonpass-through separately 
payable drugs and biologicals at ASP+4 
percent as described further in section 
V.B.3. of this proposed rule, we believe 
it would be consistent with the statute 
to provide payment for drugs and 
biologicals with pass-through status that 
are not part of the Part B drug CAP at 
a rate of ASP+6 percent, the amount 
authorized under section 1842(o) of the 
Act, rather than ASP+4 percent that 
would be the otherwise applicable fee 
schedule portion associated with the 
drug or biological. The difference 

between ASP+4 percent and ASP+6 
percent, therefore, would be the CY 
2009 pass-through payment amount for 
these drugs and biologicals. Thus, for 
CY 2009, we are proposing to pay for 
pass-through drugs and biologicals that 
are not part of the Part B drug CAP at 
ASP+6 percent, equivalent to the rate 
these drugs and biologicals would 
receive in the physician’s office setting 
in CY 2009. 

Section 1842(o) of the Act also states 
that if a drug or biological is covered 
under the CAP under section 1847B of 
the Act, the payment rate is equal to the 
average price for the drug or biological 
for all competitive acquisition areas and 
year established as calculated and 
adjusted by the Secretary. For CY 2009, 
we are proposing to provide payment 
for drugs and biologicals with pass- 
through status that are offered under the 
Part B drug CAP at a rate equal to the 
Part B drug CAP rate. Therefore, 
considering ASP+4 percent to be the 
otherwise applicable fee schedule 
portion associated with these drugs or 
biologicals, the difference between the 
Part B drug CAP rate and ASP+4 percent 
would be the pass-through payment 
amount for these drugs and biologicals. 
HCPCS codes that are offered under the 
CAP program as of April 1, 2008 are 
identified in Table 21 below with an 
asterisk. 

In section V.B.5. of this proposed rule, 
we discuss our proposal to make 
separate payment in CY 2009 for new 
drugs and biologicals with a HCPCS 
code but without hospital claims data, 
consistent with the provisions of section 
1842(o) of the Act, at a rate that is 
equivalent to the payment they would 
receive in a physician’s office setting (or 
under section 1847B of the Act, if the 
drug or biological is covered under a 
competitive acquisition contract) only if 
we have received a pass-through 

application for the item and pass- 
through status has been subsequently 
granted. Otherwise, we are proposing to 
pay ASP+4 percent for these products in 
CY 2009. 

In addition, we are proposing to 
update pass-through payment rates on a 
quarterly basis on our Web site during 
CY 2009 if later quarter ASP 
submissions (or more recent WAC or 
AWP information, as applicable) 
indicate that adjustments to the 
payment rates for these pass-through 
drugs and biologicals are necessary. If a 
drug or biological that has been granted 
pass-through status for CY 2009 
becomes covered under the Part B drug 
CAP, we are proposing to make the 
appropriate adjustments to the payment 
rates for these drugs and biologicals on 
a quarterly basis. 

In CY 2009, we are proposing to 
provide payment for diagnostic and 
therapeutic radiopharmaceuticals that 
are granted pass-through status based on 
the ASP methodology. As stated above, 
for purposes of pass-through payment, 
we consider radiopharmaceuticals to be 
drugs under the OPPS and, therefore, if 
a diagnostic or therapeutic 
radiopharmaceutical receives pass- 
through status during CY 2009, we are 
proposing to follow the standard ASP 
methodology to determine its pass- 
through payment rate under the OPPS. 
If ASP information is available, the 
payment rate would be equivalent to the 
payment rate that drugs receive under 
section 1842(o) of the Act, that is, 
ASP+6 percent. If ASP data are not 
available for a radiopharmaceutical, we 
are proposing to base the pass-through 
payment on the product’s WAC. If WAC 
information is also not available, we are 
proposing to provide payment for the 
pass-through radiopharmaceutical at 95 
percent of its most recent AWP. 
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TABLE 21.—PROPOSED DRUGS AND BIOLOGICALS WITH CONTINUING PASS-THROUGH STATUS IN CY 2009 

CY 2008 HCPCS 
code 

CY 2009 HCPCS 
code Short descriptor 

Proposed 
CY 2009 

SI 

Proposed 
CY 2009 

APC 

C9238 .................... C9238 ................... Inj, levetiracetam ......................................................................................... G 9238 
C9239 .................... C9239 ................... Inj, temsirolimus .......................................................................................... G 1168 
C9240* .................. C9240 ................... Injection, ixabepilone ................................................................................... G 9240 
C9241 .................... C9241 ................... Injection, doripenem .................................................................................... G 9241 
C9242 .................... C9242 ................... Injection, fosaprepitant ................................................................................ G 9242 
C9354 .................... C9354 ................... Veritas collagen matrix, cm2 ....................................................................... G 9354 
C9355 .................... C9355 ................... Neuromatrix nerve cuff, cm ......................................................................... G 9355 
C9356 .................... C9356 ................... TenoGlide Tendon Prot, cm2 ...................................................................... G 9356 
C9357 .................... C9357 ................... Flowable Wound Matrix, 1 cc ..................................................................... G 9357 
C9358 .................... C9358 ................... SurgiMend, 0.5 cm2 .................................................................................... G 9358 
J1300 ..................... J1300 .................... Eculizumab injection ................................................................................... G 9236 
J1571 ..................... J1571 .................... HepaGam B IM Injection ............................................................................. G 0946 
J1573 ..................... J1573 .................... Hepagam B intravenous, inj ........................................................................ G 9356 
J3488* ................... J3488 .................... Reclast injection .......................................................................................... G 0951 
J9226 ..................... J9226 .................... Supprelin LA implant ................................................................................... G 1142 
J9261 ..................... J9261 .................... Nelarabine injection ..................................................................................... G 0825 

* Indicates that the drug was paid at a rate determined by the Part B drug CAP methodology while identified as pass-through under the OPPS. 

4. Proposed Reduction of Transitional 
Pass-Through Payments for Diagnostic 
Radiopharmaceuticals To Offset Costs 
Packaged Into APC Groups 

Prior to CY 2008, certain diagnostic 
radiopharmaceuticals were paid 
separately under the OPPS if their mean 
per day costs were greater than the 
applicable year’s drug packaging 
threshold. In CY 2008 (72 FR 66768), we 
packaged payment for all nonpass- 
through diagnostic 
radiopharmaceuticals as ancillary and 
supportive items and services. 
Specifically, we packaged payment for 
all nonpass-through diagnostic 
radiopharmaceuticals, including those 
products that would not otherwise have 
been packaged based solely on the CY 
2008 drug packaging threshold, into 
payment for their associated nuclear 
medicine procedures. We are proposing 
to continue to package payment in CY 
2009 for all nonpass-through diagnostic 
radiopharmaceuticals as discussed in 
section V.B.2.b. of this proposed rule. 

As previously noted, for OPPS pass- 
through payment purposes, 
radiopharmaceuticals are considered to 
be ‘‘drugs.’’ As described above, section 
1833(t)(6)(D)(i) of the Act specifies that 
the transitional pass-through payment 
amount for pass-through drugs and 
biologicals is the difference between the 
amount paid under section 1842(o) or 
the Part B drug CAP rate and the 
otherwise applicable OPPS payment 
amount. Furthermore, transitional pass- 
through payments for drugs, biologicals, 
and radiopharmaceuticals under the 
OPPS are made for a period of at least 
2 but not more than 3 years. There are 
currently no radiopharmaceuticals with 
pass-through status under the OPPS. For 
new pass-through radiopharmaceuticals 

with no ASP information or CAP rate, 
our proposed CY 2009 payment 
methodology is discussed in section 
V.A.3. of this proposed rule. According 
to this proposal and consistent with our 
CY 2008 final policy (72 FR 66755), new 
pass-through diagnostic 
radiopharmaceuticals without ASP 
information would be paid based on 
WAC or, if WAC is not available, based 
on 95 percent of the product’s most 
recently published AWP. 

As described in section IV.A.2.a. of 
this proposed rule regarding pass- 
through device payment, we have 
consistently employed an established 
methodology to estimate the portion of 
each APC payment rate that could 
reasonably be attributed to the cost of an 
associated device eligible for pass- 
through payment (the APC device offset 
amount) to avoid duplicate payment for 
the device portion of a procedure. This 
calculation uses calendar year claims 
data from the period used for the most 
recent recalibration of the APC payment 
rates (72 FR 66751 through 66752). We 
evaluate new pass-through device 
categories individually to determine if 
there are device costs packaged into the 
associated procedural APC payment rate 
from predecessor devices that resemble 
the new pass-through device category, 
suggesting that a device offset amount 
would be appropriate. On an ongoing 
basis, through the quarterly transmittals 
that implement the quarterly OPPS 
updates, we establish the applicable 
APC device offset amount, if any, in the 
same quarter as the eligible pass- 
through device category is first 
established. We update device offset 
amounts annually for eligible pass- 
through device categories when we 
recalibrate APC payment rates. We note 

that we initially implemented the 
device offset policy in CY 2001 only for 
pacemakers and neurostimulators but 
subsequently expanded the offset to 
other pass-through devices with costs 
from predecessor devices packaged into 
the existing APC structure beginning in 
CY 2002. Since April 2002, we have 
applied a uniform reduction, the APC 
device offset amount for the associated 
procedure, to payment for each of the 
devices receiving transitional pass- 
through payments furnished on or after 
April 1, 2002, and for which we have 
determined that the pass-through device 
resembles packaged predecessor 
devices. 

Because of our proposed CY 2009 
packaging policy for diagnostic 
radiopharmaceuticals, we believe that a 
payment offset policy, as discussed 
previously for implantable devices, is 
now appropriate for diagnostic 
radiopharmaceuticals approved for 
pass-through payment status. An APC 
radiopharmaceutical offset amount 
would allow us to avoid duplicate 
payment for the diagnostic 
radiopharmaceutical portion of a 
nuclear medicine procedure by 
providing a diagnostic 
radiopharmaceutical pass-through 
payment that represents the difference 
between the payment rate for the 
diagnostic radiopharmaceutical and the 
packaged radiopharmaceutical cost 
included in the procedural APC 
payment for the nuclear medicine 
procedure. The otherwise applicable 
OPPS payment amount for the 
diagnostic radiopharmaceutical would 
roughly be the median cost of the 
predecessor diagnostic 
radiopharmaceuticals that is packaged 
into the payment for the nuclear 
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medicine procedure. This APC 
radiopharmaceutical offset amount, 
similar to the longstanding device offset 
policy for payment of implantable 
devices with pass-through status, would 
be calculated based on a percentage of 
the APC payment for a nuclear medicine 
procedure attributable to the costs of 
packaged diagnostic 
radiopharmaceuticals, as reflected in the 
most recent complete year of hospital 
outpatient claims data. 

Beginning in CY 2009, we are 
proposing to review each new pass- 
through diagnostic radiopharmaceutical 
on a case-by-case basis, to determine 
whether radiopharmaceutical costs 
associated with predecessors of the new 
product are packaged into the existing 
APC structure for those nuclear 
medicine procedures with which the 
new radiopharmaceutical would be 
used. This proposed methodology is 
consistent with our current policy for 
new device categories. Because of the 
nature of diagnostic 
radiopharmaceuticals and the small 
number of nuclear medicine procedures 
to which they are typically closely 
linked, we believe that we would 
usually find costs for predecessor 
diagnostic radiopharmaceuticals 
packaged into the existing APC payment 
for the nuclear medicine procedures 
associated with the new product. In 
these cases, we would deduct the 
uniform, applicable APC 
radiopharmaceutical offset amount for 
the associated nuclear medicine 
procedure, calculated as described 
below, from the pass-through payment 
for the diagnostic radiopharmaceutical. 
We are proposing to establish the 
pertinent APC radiopharmaceutical 
offset amounts for newly eligible pass- 
through diagnostic 
radiopharmaceuticals quarterly through 
the transmittals that implement the 
quarterly OPPS updates and update 
these offset amounts annually, as 
needed. 

Not all CY 2007 OPPS claims for 
nuclear medicine procedures include 
radiolabeled products because 
radiopharmaceutical claims processing 
edits were implemented beginning in 
CY 2008. These claims processing edits 
require that a radiolabeled product be 
included on all claims for nuclear 
medicine procedures to ensure that we 
capture the full costs of the packaged 
diagnostic radiopharmaceuticals used 
for the procedures in future ratesetting. 
Because our most recent claims data do 
not yet reflect the results of these edits, 
we are proposing to use only those 
claims that pass the 
radiopharmaceutical edits to set rates 
for nuclear medicine procedures in CY 

2009 as discussed in section II.A.2.d.(5) 
of this proposed rule. We are proposing 
to use the same claims to calculate the 
APC radiopharmaceutical offset 
amounts. Specifically, we would 
calculate the APC radiopharmaceutical 
offset fraction as: 1 minus (the cost from 
single procedure claims in the APC that 
pass the radiopharmaceutical edits after 
removing the costs for packaged 
diagnostic radiopharmaceuticals 
divided by the cost from single 
procedure claims in the APC that pass 
the radiopharmaceutical edits). To 
determine the actual APC offset amount, 
we would then multiply the resulting 
fraction by the CY 2009 APC payment 
amount for the procedure with which 
the new diagnostic radiopharmaceutical 
is used and, accordingly, reduce the 
transitional pass-through payment for 
the diagnostic radiopharmaceutical with 
pass-through status by this amount. 

Table 22 displays the APCs to which 
nuclear medicine procedures are 
proposed for assignment in CY 2009 and 
for which we would expect that an APC 
radiopharmaceutical offset could be 
applicable in the case of new diagnostic 
radiopharmaceuticals with pass-through 
status. 

TABLE 22.—APCS TO WHICH NU-
CLEAR MEDICINE PROCEDURES ARE 
PROPOSED FOR CY 2009 ASSIGN-
MENT 

APC APC title 

0307 ......... Myocardial Positron Emission 
Tomography (PET) imaging. 

0308 ......... Non-Myocardial Positron Emis-
sion Tomography (PET) imag-
ing. 

0377 ......... Level II Cardiac Imaging. 
0378 ......... Level II Pulmonary Imaging. 
0389 ......... Level I Non-imaging Nuclear 

Medicine. 
0390 ......... Level I Endocrine Imaging. 
0391 ......... Level II Endocrine Imaging. 
0392 ......... Level II Non-imaging Nuclear 

Medicine. 
0393 ......... Hematologic Processing & Stud-

ies. 
0394 ......... Hepatobiliary Imaging. 
0395 ......... GI Tract Imaging. 
0396 ......... Bone Imaging. 
0397 ......... Vascular Imaging. 
0398 ......... Level I Cardiac Imaging. 
0400 ......... Hematopoietic Imaging. 
0401 ......... Level I Pulmonary Imaging. 
0402 ......... Level II Nervous System Imag-

ing. 
0403 ......... Level I Nervous System Imag-

ing. 
0404 ......... Renal and Genitourinary Stud-

ies. 
0406 ......... Level I Tumor/Infection Imaging. 
0408 ......... Level III Tumor/Infection Imag-

ing. 
0414 ......... Level II Tumor/Infection Imaging. 

B. Proposed OPPS Payment for Drugs, 
Biologicals, and Radiopharmaceuticals 
Without Pass-Through Status 

1. Background 
Under the CY 2008 OPPS, we 

currently pay for drugs, biologicals, and 
radiopharmaceuticals that do not have 
pass-through status in one of two ways: 
Packaged payment into the payment for 
the associated service or separate 
payment (individual APCs). We 
explained in the April 7, 2000, OPPS 
final rule with comment period (65 FR 
18450) that we generally package the 
cost of drugs and radiopharmaceuticals 
into the APC payment rate for the 
procedure or treatment with which the 
products are usually furnished. 
Hospitals do not receive separate 
payment from Medicare for packaged 
items and supplies, and hospitals may 
not bill beneficiaries separately for any 
packaged items and supplies whose 
costs are recognized and paid within the 
national OPPS payment rate for the 
associated procedure or service. 
(Program Memorandum Transmittal A– 
01–133, issued on November 20, 2001, 
explains in greater detail the rules 
regarding separate payment for 
packaged services.) 

Packaging costs into a single aggregate 
payment for a service, procedure, or 
episode of care is a fundamental 
principle that distinguishes a 
prospective payment system from a fee 
schedule. In general, packaging the costs 
of items and services into the payment 
for the primary procedure or service 
with which they are associated 
encourages hospital efficiencies and 
also enables hospitals to manage their 
resources with maximum flexibility. 

Section 1833(t)(16)(B) of the Act, as 
added by section 621(a)(2) of Pub. L. 
108–173, sets the threshold for 
establishing separate APCs for drugs 
and biologicals at $50 per 
administration for CYs 2005 and 2006. 
Therefore, for CYs 2005 and 2006, we 
paid separately for drugs, biologicals, 
and radiopharmaceuticals whose per 
day cost exceeded $50 and packaged the 
costs of drugs, biologicals, and 
radiopharmaceuticals whose per day 
cost was equal to or less than $50 into 
the procedures with which they were 
billed. For CY 2007, the packaging 
threshold for drugs, biologicals, and 
radiopharmaceuticals that were not new 
and did not have pass-through status 
was established at $55. For CY 2008, the 
packaging threshold for drugs, 
biologicals, and radiopharmaceuticals 
that are not new and do not have pass- 
through status was established at $60. 
The methodology used to establish the 
$55 threshold for CY 2007, the $60 
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threshold for CY 2008, and our 
proposed approach for CY 2009 are 
discussed in more detail in section 
V.B.2. of this proposed rule. 

In addition, since CY 2005, we have 
provided an exemption to this 
packaging determination for oral and 
injectable 5HT3 anti-emetic products. 
We discuss in section V.B.2. of this 
proposed rule our proposed CY 2009 
payment policy for these anti-emetic 
products. 

2. Proposed Criteria for Packaging 
Payment for Drugs, Biologicals and 
Radiopharmaceuticals 

a. Drugs, Biologicals, and Therapeutic 
Radiopharmaceuticals 

As indicated above, in accordance 
with section 1833(t)(16)(B) of the Act, 
the threshold for establishing separate 
APCs for payment of drugs and 
biologicals was set to $50 per 
administration during CYs 2005 and 
2006. In CY 2007, we used the fourth 
quarter moving average Producer Price 
Index (PPI) levels for prescription 
preparations to trend the $50 threshold 
forward from the third quarter of CY 
2005 (when the Pub. L. 108–173 
mandated threshold became effective) to 
the third quarter of CY 2007. We then 
rounded the resulting dollar amount to 
the nearest $5 increment in order to 
determine the CY 2007 threshold 
amount of $55. Using the same 
methodology as that used in CY 2007 
(which is discussed in more detail in 
the CY 2007 OPPS/ASC final rule with 
comment period (71 FR 68085 through 
68086)), for CY 2008 we set the 
packaging threshold for establishing 
separate APCs for drugs and biologicals 
at $60. 

Following the CY 2007 methodology 
for CY 2009, we used updated fourth 
quarter moving average PPI levels to 
trend the $50 threshold forward from 
the third quarter of CY 2005 to the third 
quarter of CY 2009 and again rounded 
the resulting dollar amount ($61.25) to 
the nearest $5 increment, which yielded 
a figure of $60. In performing this 
calculation, we used the most up-to-date 
forecasted, quarterly PPI estimates from 
CMS’ Office of the Actuary (OACT). As 
actual inflation for past quarters 
replaced forecasted amounts, the PPI 
estimates for prior quarters have been 
revised (compared with those used in 
the CY 2007 OPPS/ASC final rule with 
comment period) and have been 
incorporated into our calculation. Based 
on the calculations described above, we 
are proposing a packaging threshold for 
CY 2009 of $60. As stated in the CY 
2007 OPPS/ASC final rule with 
comment period (71 FR 68086), we 

believe that packaging certain items is a 
fundamental component of a 
prospective payment system, that 
packaging these items does not lead to 
beneficiary access issues and does not 
create a problematic site of service 
differential, that the packaging 
threshold is reasonable based on the 
initial establishment in law of a $50 
threshold for the CY 2005 OPPS, that 
updating the $50 threshold is consistent 
with industry and government practices, 
and that the PPI for prescription 
preparations is an appropriate 
mechanism to gauge Part B drug 
inflation. During the March 2008 APC 
Panel meeting, the APC Panel made a 
recommendation supporting CMS’ 
current methodology of adjusting the 
threshold dollar amount for packaging 
drugs and biologicals on the basis of the 
PPI for prescription drugs. We are 
adopting the APC Panel’s 
recommendation, and we are proposing 
to continue this methodology for 
updating the drug packaging threshold 
for CY 2009. 

To determine their CY 2009 proposed 
packaging status, we calculated the per 
day cost of all drugs, biologicals, and 
therapeutic radiopharmaceuticals that 
had a HCPCS code in CY 2007 and were 
paid (via packaged or separate payment) 
under the OPPS using claims data from 
January 1, 2007, to December 31, 2007. 
In order to calculate the per day costs 
for drugs, biologicals, and therapeutic 
radiopharmaceuticals to determine their 
packaging status in CY 2009, we are 
proposing to use the methodology that 
was described in detail in the CY 2006 
OPPS proposed rule (70 FR 42723 
through 42724) and finalized in the CY 
2006 OPPS final rule with comment 
period (70 FR 68636 through 70 FR 
68638). To calculate the proposed CY 
2009 per day costs, we used an 
estimated payment rate for each drug 
and biological of ASP+4 percent (which 
is the payment rate we are proposing for 
separately payable drugs and biologicals 
in CY 2009, as discussed in more detail 
in section V.B.3.b. of this proposed 
rule). We used the manufacturer 
submitted ASP data from the fourth 
quarter of CY 2007 (data that were used 
for payment purposes in the physician’s 
office setting, effective April 1, 2008) to 
determine the proposed per day cost. 

As is our standard methodology, we 
are proposing to use payment rates 
based on the ASP data from the fourth 
quarter of CY 2007 for budget neutrality 
estimates, packaging determinations, 
impact analyses, and completion of 
Addenda A and B to this proposed rule 
because these are the most recent data 
available for use at the time of 
development of this proposed rule. 

These data are also the basis for drug 
payments in the physician’s office 
setting, effective April 1, 2008. For 
items that did not have an ASP-based 
payment rate, we used their mean unit 
cost derived from the CY 2007 hospital 
claims data to determine their per day 
cost. We packaged items with a per day 
cost less than or equal to $60 and 
identified items with a per day cost 
greater than $60 as separately payable. 
Consistent with our past practice, we 
crosswalked historical OPPS claims data 
from the CY 2007 HCPCS codes that 
were reported to the CY 2008 HCPCS 
codes that we display in Addendum B 
to this proposed rule for payment in CY 
2009. 

Our policy during previous cycles of 
the OPPS has been to use updated ASP 
and claims data to make final 
determinations of the packaging status 
of drugs, biologicals, and 
radiopharmaceuticals for the final rule 
with comment period. We note that it is 
also our policy to make an annual 
packaging determination only when we 
develop the OPPS/ASC final rule for the 
update year. Only items that are 
identified as separately payable in the 
final rule would be subject to quarterly 
updates. For our calculation of per day 
costs of drugs, biologicals, and 
therapeutic radiopharmaceuticals in the 
CY 2009 OPPS/ASC final rule with 
comment period, we are proposing to 
use ASP data from the first quarter of 
CY 2008, which is the basis for 
calculating payment rates for drugs and 
biologicals in the physician’s office 
setting using the ASP methodology, 
effective July 1, 2008, along with 
updated hospital claims data from CY 
2007. We note that we would also use 
these data for budget neutrality 
estimates and impact analyses for the 
CY 2009 OPPS/ASC final rule with 
comment period. Payment rates for 
separately payable drugs and biologicals 
included in Addenda A and B to that 
final rule with comment period would 
be based on ASP data from the second 
quarter of CY 2008, which are the basis 
for calculating payment rates for drugs 
and biologicals in the physician’s office 
setting using the ASP methodology, 
effective October 1, 2008. These rates 
would then be updated in the January 
2009 OPPS update, based on the most 
recent ASP data to be used for 
physician’s office and OPPS payment as 
of January 1, 2009. 

Consequently, the packaging status for 
drugs, biologicals, and therapeutic 
radiopharmaceuticals in the CY 2009 
OPPS/ASC final rule with comment 
period using the updated data may be 
different from their packaging status 
determined based on the data used for 
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this proposed rule. Under such 
circumstances, we are proposing to 
apply the following policies to these 
drugs, biologicals, and therapeutic 
radiopharmaceuticals whose 
relationship to the proposed $60 
threshold changes based on the final 
updated data: 

• Drugs, biologicals, and therapeutic 
radiopharmaceuticals that were paid 
separately in CY 2008, proposed for 
separate payment in CY 2009, and have 
per day costs equal to or less than $60 
based on the updated ASPs and hospital 
claims data used for the CY 2009 final 
rule with comment period, would 
continue to receive separate payment in 
CY 2009. 

• Drugs, biologicals, and therapeutic 
radiopharmaceuticals that were 
packaged in CY 2008 and that were 
proposed for separate payment in CY 
2009, and have per day costs equal to 
or less than $60 based on the updated 
ASPs and hospital claims data used for 
the CY 2009 final rule with comment 
period, would remain packaged in CY 
2009. 

• Drugs, biologicals, and therapeutic 
radiopharmaceuticals for which we 
proposed packaged payment in CY 
2009, but have per day costs greater 
than $60 based on the updated ASPs 
and hospital claims data used for the CY 
2009 final rule with comment period, 
would receive separate payment in CY 
2009. 

For CY 2009, we are also proposing to 
continue exempting the oral and 
injectable forms of 5HT3 anti-emetic 
products from packaging, thereby 
making separate payment for all of the 
5HT3 anti-emetic products. As we 
stated in the CY 2005 OPPS final rule 
with comment period (69 FR 65779 
through 65780), it is our understanding 
that chemotherapy is very difficult for 
many patients to tolerate, as the side 
effects are often debilitating. In order for 
Medicare beneficiaries to achieve the 
maximum therapeutic benefit from 
chemotherapy and other therapies with 
side effects of nausea and vomiting, 
anti-emetic use is often an integral part 
of the treatment regimen. We believe 
that we should continue to ensure that 
Medicare payment rules do not impede 
a beneficiary’s access to the particular 
anti-emetic that is most effective for him 
or her as determined by the beneficiary 
and his or her physician. 

TABLE 23.—PROPOSED ANTI-EMETICS 
TO EXEMPT FROM CY 2009 OPPS 
DRUG PACKAGING THRESHOLD 

HCPCS 
code Short descriptor 

J1260 ....... Dolasetron mesylate. 
J1626 ....... Granisetron HCl injection. 
J2405 ....... Ondansetron hcl injection. 
J2469 ....... Palonosetron HCl. 
Q0166 ...... Granisetron HCl 1 mg oral. 
Q0179 ...... Ondansetron HCl 8 mg oral. 
Q0180 ...... Dolasetron mesylate oral. 

b. Proposed Payment for Diagnostic 
Radiopharmaceuticals and Contrast 
Agents 

As established in the CY 2008 final 
rule with comment period (72 FR 66766 
through 66768), we began packaging 
payment for all diagnostic 
radiopharmaceuticals and contrast 
agents into the payment for the 
associated procedure, regardless of their 
per day costs. Packaging costs into a 
single aggregate payment for a service, 
encounter, or episode-of-care is a 
fundamental principle that 
distinguishes a prospective payment 
system from a fee schedule. In general, 
packaging the costs of items and 
services into the payment for the 
primary procedure or service with 
which they are associated encourages 
hospital efficiencies and also enables 
hospitals to manage their resources with 
maximum flexibility. Prior to CY 2008, 
we noted that the proportion of drugs, 
biologicals, and radiopharmaceuticals 
that were separately paid under the 
OPPS had increased in recent years, a 
pattern that we also observed for 
procedural services under the OPPS. 
Our final CY 2008 policy that packaged 
payment for all nonpass-through 
diagnostic radiopharmaceuticals and 
contrast agents regardless of their per 
day costs contributed significantly to 
expanding the size of the OPPS payment 
bundles and is consistent with the 
principles of a prospective payment 
system. 

During the March 2008 meeting of the 
APC Panel, the APC Panel 
recommended that CMS continue to 
package payment for diagnostic 
radiopharmaceuticals for CY 2009. We 
are accepting this recommendation and, 
therefore, for CY 2009, we are proposing 
to continue packaging payment for all 
nonpass-through diagnostic 
radiopharmaceuticals and contrast 
agents regardless of their per day costs 
for the reasons discussed below. As we 
established in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66768), we identify diagnostic 
radiopharmaceuticals specifically as 

those Level II HCPCS codes that include 
the term ‘‘diagnostic’’ along with a 
radiopharmaceutical in their long code 
descriptors. 

We continue to believe that our 
proposal to continue to treat diagnostic 
radiopharmaceuticals and contrast 
agents differently from other specified 
covered outpatient drugs (SCODs) is 
appropriate for several reasons. First, 
the statutory requirement that we must 
pay separately for drugs and biologicals 
for which the per day cost exceeds $50 
under section 1833(t)(16)(B) of the Act 
has expired. Therefore, we are not 
restricted in the extent to which we can 
package payment for SCODs and other 
drugs, nor are we required to treat all 
classes of drugs in the same manner 
with regard to whether they are 
packaged or separately paid. We have 
used this flexibility to make different 
packaging determinations with regard to 
specific anti-emetic drugs. 

Second, diagnostic 
radiopharmaceuticals and contrast 
agents function effectively as supplies 
that enable the provision of an 
independent service. More specifically, 
contrast agents are always provided in 
support of a diagnostic or therapeutic 
procedure that involves imaging, and 
diagnostic radiopharmaceuticals are 
always provided in support of a 
diagnostic nuclear medicine procedure. 
This is different from many other 
SCODs, such as therapeutic 
radiopharmaceuticals, where the 
therapeutic radiopharmaceutical itself is 
the primary therapeutic modality. Given 
the inherent function of contrast agents 
and diagnostic radiopharmaceuticals as 
supportive to the performance of an 
independent procedure, we continue to 
view the packaging of payment for 
contrast agents and diagnostic 
radiopharmaceuticals as a logical 
expansion of packaging for SCODs. As 
we consider the possibility of moving to 
additional encounter-based and 
episode-based payment in future years, 
we may consider additional options for 
packaging more SCODs in the future. 

Third, section 1833(t)(14)(A)(iii) of 
the Act requires that payment for 
SCODs be set prospectively based on a 
measure of average hospital acquisition 
cost. We believe our claims data offer an 
acceptable proxy for average hospital 
acquisition cost and associated handling 
and preparation costs for 
radiopharmaceuticals. We believe that 
hospitals have adapted to the CY 2006 
coding changes for 
radiopharmaceuticals and responded to 
our instructions to include charges for 
radiopharmaceutical handling in their 
charges for the radiopharmaceutical 
products. We have relied on mean unit 
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costs derived from our claims data as 
one proxy for average acquisition cost 
and pharmacy overhead, and we use 
these data to determine the packaging 
status for SCODs. 

In the case of contrast agents, while 
we have ASP data that could be a proxy 
for average hospital acquisition cost and 
associated handling and preparation 
costs, payment for almost all contrast 
agents would be packaged under the 
OPPS for CY 2009 based on the 
proposed CY 2009 OPPS $60 per day 
packaging threshold. Therefore, we 
believe it would be appropriate to 
continue to package payment for all 
contrast agents for CY 2009, to provide 
accurate payment for the associated 
tests and procedures using an approach 
that promotes hospital efficiency. 

In summary, we view diagnostic 
radiopharmaceuticals and contrast 
agents as ancillary and supportive of the 
diagnostic tests and therapeutic 
procedures in which they are used. In 
light of our authority to make different 
packaging determinations and the 
improved reporting of hospital charges 
for radiopharmaceutical handling in the 
CY 2007 claims data, we are proposing 
to continue packaging payment for all 
contrast agents and diagnostic 
radiopharmaceuticals regardless of their 
per day costs for CY 2009. 

For more information on how we are 
proposing to set CY 2009 payment rates 
for nuclear medicine procedures in 
which diagnostic radiopharmaceuticals 
are used and echocardiography services 
provided with and without contrast 
agents, we refer readers to sections 
II.A.2.d.(5) and (4), respectively, of this 
proposed rule. 

During the March 2008 APC Panel 
meeting, the APC Panel also 
recommended that CMS present data at 
the first CY 2009 APC Panel meeting on 
usage and frequency, geographic 
distribution, and size and type of 
hospitals performing nuclear medicine 
studies using radioisotopes in order to 
ensure that access is preserved for 
Medicare beneficiaries. We are 
accepting this recommendation and will 
present information to the APC Panel at 
its first CY 2009 meeting when initial 
claims data from CY 2008 will be 
available. 

3. Proposed Payment for Drugs and 
Biologicals Without Pass-Through 
Status That Are Not Packaged 

a. Payment for Specified Covered 
Outpatient Drugs (SCODs) 

Section 1833(t)(14) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173, requires special classification 
of certain separately paid 

radiopharmaceuticals, drugs, and 
biologicals and mandates specific 
payments for these items. Under section 
1833(t)(14)(B)(i) of the Act, a ‘‘specified 
covered outpatient drug’’ is a covered 
outpatient drug, as defined in section 
1927(k)(2) of the Act, for which a 
separate APC has been established and 
that either is a radiopharmaceutical 
agent or is a drug or biological for which 
payment was made on a pass-through 
basis on or before December 31, 2002. 

Under section 1833(t)(14)(B)(ii) of the 
Act, certain drugs and biologicals are 
designated as exceptions and are not 
included in the definition of ‘‘specified 
covered outpatient drugs,’’ known as 
SCODs. These exceptions are— 

• A drug or biological for which 
payment is first made on or after 
January 1, 2003, under the transitional 
pass-through payment provision in 
section 1833(t)(6) of the Act. 

• A drug or biological for which a 
temporary HCPCS code has not been 
assigned. 

• During CYs 2004 and 2005, an 
orphan drug (as designated by the 
Secretary). 

Section 1833(t)(14)(A)(iii) of the Act, 
as added by section 621(a)(1) of Pub. L. 
108–173, requires that payment for 
SCODs in CY 2006 and subsequent 
years be equal to the average acquisition 
cost for the drug for that year as 
determined by the Secretary, subject to 
any adjustment for overhead costs and 
taking into account the hospital 
acquisition cost survey data collected by 
the Government Accountability Office 
(GAO) in CYs 2004 and 2005. If hospital 
acquisition cost data are not available, 
the law requires that payment be equal 
to payment rates established under the 
methodology described in section 
1842(o), section 1847A, or section 
1847B of the Act, as calculated and 
adjusted by the Secretary as necessary. 

In the CY 2006 OPPS proposed rule 
(70 FR 42728), we discussed the CY 
2005 report by MedPAC regarding 
pharmacy overhead costs in HOPDs and 
summarized the findings of that study: 

• Handling costs for drugs, 
biologicals, and radiopharmaceuticals 
administered in the HOPD are not 
insignificant; 

• Little information is available about 
the magnitude of pharmacy overhead 
costs; 

• Hospitals set charges for drugs, 
biologicals, and radiopharmaceuticals at 
levels that reflected their respective 
handling costs; and 

• Hospitals vary considerably in their 
likelihood of providing services which 
utilize drugs, biologicals, or 
radiopharmaceuticals with different 
handling costs. 

As a result of these findings, MedPAC 
developed seven drug categories for 
pharmacy and nuclear medicine 
handling costs based on the estimated 
level of hospital resources used to 
prepare the products. Associated with 
these categories were two 
recommendations for accurate payment 
of pharmacy overhead under the OPPS. 

1. CMS should establish separate, 
budget neutral payments to cover the 
costs hospitals incur for handling 
separately payable drugs, biologicals 
and radiopharmaceuticals. 

2. CMS should define a set of 
handling fee APCs that group drugs, 
biologicals, and radiopharmaceuticals 
based on attributes of the products that 
affect handling costs; CMS should 
instruct hospitals to submit charges for 
these APCs and base payment rates for 
the handling fee APCs on submitted 
charges reduced to costs. 

In assigning drugs to the seven 
categories, MedPAC considered 
additional characteristics that contribute 
to differential pharmacy handling costs, 
such as radioactivity, toxicity, mode of 
administration, and the need for special 
handling. While MedPAC was able to 
include information on a variety of 
drugs with many of these 
characteristics, hospitals participating 
in MedPAC’s research were not able to 
provide sufficient cost information 
regarding the handling of outpatient 
radiopharmaceuticals for MedPAC to 
make a recommendation about overhead 
categories for these products. 

In response to the MedPAC findings, 
in the CY 2006 OPPS proposed rule (70 
FR 42729), we discussed our belief that 
because of the varied handling resources 
required to prepare different forms of 
drugs, it would be impossible to 
exclusively and appropriately assign a 
drug to a certain overhead category that 
would apply to all hospital outpatient 
uses of the drug. Therefore, our CY 2006 
OPPS proposal included a proposal to 
establish three distinct Level II HCPCS 
C-codes and three corresponding APCs 
for drug handling categories to 
differentiate overhead costs for drugs 
and biologicals. We also proposed: (1) 
To combine several overhead categories 
recommended by MedPAC according to 
Table 24, as shown below; (2) to 
establish three drug handling categories, 
as we believed that larger groups would 
minimize the number of drugs that may 
fit into more than one category and 
would lessen any undesirable payment 
policy incentives to utilize particular 
forms of drugs or specific preparation 
methods; (3) to collect hospital charges 
for these C-codes for 2 years; and (4) to 
ultimately base payment for the 
corresponding drug handling APCs on 
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CY 2006 claims data available for the 
CY 2008 OPPS. Both the MedPAC 
categories and the CY 2006 proposed 

categories are identified in Table 24 
below. 

TABLE 24.—DRUG OVERHEAD CATEGORY GROUPINGS DISCUSSED IN THE CY 2006 OPPS PROPOSED RULE 

MedPAC drug overhead 
category Description 

Proposed CY 2006 
drug overhead cat-

egory 

Category 1 ...................... Orals (oral tablets, capsules, solutions) ....................................................................................... Category 1. 
Category 2 ...................... Injection/Sterile Preparation (draw up a drug for administration) ................................................ Category 2. 
Category 3 ...................... Single IV Solution/Sterile Preparation (adding a drug or drugs to a sterile IV solution) or Con-

trolled Substances.
Category 2. 

Category 4 ...................... Compounded/Reconstituted IV Preparations (requiring calculations performed correctly and 
then compounded correctly).

Category 2. 

Category 5 ...................... Specialty IV or Agents requiring special handling in order to preserve their therapeutic value 
or Cytotoxic Agents, oral (chemotherapeutic, teratogenic, or toxic) requiring personal pro-
tective equipment (PPE).

Category 3. 

Category 6 ...................... Cytotoxic Agents (chemotherapeutic, teratogenic, or toxic) in all formulations except oral re-
quiring PPE.

Category 3. 

Category 7 ...................... Radiopharmaceutical: Basic and Complex Diagnostic Agents, PET Agents, Therapeutic 
Agents, and Radioimmunoconjugates.

In the CY 2006 OPPS final rule with 
comment period (70 FR 68659 through 
68665), we discussed the public 
comments we received on our proposal 
regarding pharmacy overhead. The 
overwhelming majority of commenters 
did not support our proposal and urged 
us not to finalize this policy, as it would 
be administratively burdensome for 
hospitals. Therefore, we did not finalize 
this proposal for CY 2006. 

As we noted in the CY 2006 OPPS 
final rule with comment period (70 FR 
68640), findings from a MedPAC survey 
of hospital charging practices indicated 
that hospitals set charges for drugs, 
biologicals, and radiopharmaceuticals 
high enough to reflect their pharmacy 
handling costs as well as their 
acquisition costs. After considering all 
public comments received, in the CY 
2006 OPPS final rule with comment 
period (70 FR 68642), we established a 
policy to provide a combined payment 
rate of ASP+6 percent for both the 
hospital’s drug and biological 
acquisition costs and associated 
pharmacy overhead costs, as this was 
the equivalent average ASP-based 
amount to the aggregate cost from CY 
2004 hospital claims data for separately 
payable drugs under the OPPS. We 
acknowledged the limitations of this 
methodology, namely that pharmacy 
overhead costs of specific drugs and 
biologicals are not directly related to 
their specific acquisition costs. We also 
solicited additional comments on future 
options for ways to identify and provide 
an alternative payment methodology for 
pharmacy overhead costs under the 
OPPS. 

In the CY 2007 OPPS/ASC final rule 
with comment period (71 FR 68091), we 
proposed and finalized a policy that 

provided a single payment of ASP+6 
percent for the hospital’s acquisition 
cost for the drug or biological and all 
associated pharmacy overhead and 
handling costs. The ASP+6 percent rate 
was higher than the equivalent average 
ASP-based amount calculated from 
claims of ASP+4 percent, but we 
adopted this methodology for stability 
while we continued to examine the 
issue of the costs of pharmacy overhead 
in the HOPD. 

We continued to meet with interested 
pharmacy stakeholders regarding the 
various issues related to hospital 
charging practices and how these 
practices would affect our potential 
proposals for payment of drugs and 
pharmacy overhead under the OPPS. 
Many comments from the hospital 
industry reiterated that hospitals do not 
attach a specific pharmacy overhead 
charge to a particular drug. In particular, 
a more expensive drug with high 
pharmacy overhead costs does not 
commonly result in a sufficiently high 
hospital charge for the drug to account 
for all of the associated drug acquisition 
and pharmacy overhead costs. We have 
been told that hospitals frequently 
allocate a relatively greater pharmacy 
overhead charge to the single hospital 
charge for less expensive drugs to 
counterbalance the lesser charge for 
pharmacy overhead for more expensive 
drugs with high pharmacy overhead 
costs. 

Therefore, the pharmacy overhead 
costs of one drug may be distributed 
among charges for many drugs. This 
practice of unequally distributing 
pharmacy overhead charges among all 
drugs provided by the hospital 
pharmacy makes the single CCR for cost 
center 5600 (Drugs Charged to Patients) 

applied for OPPS cost estimation of 
drugs through the revenue code-to-cost 
center crosswalk result in less accurate 
costs for individual drugs. The result is 
that the charges and estimated costs for 
less expensive drugs shoulder a higher 
burden of pharmacy overhead costs as 
compared to the charges and estimated 
costs for more expensive drugs. 
Commenters have suggested that our 
OPPS methodology of applying a single 
CCR for the cost estimation of all drugs 
unfairly reduces payment amounts for 
separately payable expensive drugs, as 
the actual CCR varies widely across 
drugs. The concerns surrounding the 
impact on payment accuracy of 
differential hospital charging practices 
for pharmacy overhead costs resemble 
the concerns regarding charge 
compression that have been raised for 
expensive implantable devices over the 
past several years of the OPPS (72 FR 
66599 through 66602). In general, 
differential hospital markup policies 
related to the cost of an item lead to 
overestimating the cost of inexpensive 
items and underestimating the cost of 
expensive items when a single CCR is 
applied to charges on claims. 

In the CY 2008 OPPS/ASC proposed 
rule (72 FR 42735), in response to 
ongoing discussions with interested 
parties, we proposed to continue our 
methodology of providing a combined 
payment rate for drug and biological 
acquisition and pharmacy overhead 
costs. We also proposed to instruct 
hospitals to remove the pharmacy 
overhead charge for both packaged and 
separately paid drugs and biologicals 
from the charge for the drug or 
biological and report the pharmacy 
overhead charge on an uncoded revenue 
code line on the claim. We believed that 
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this would provide us with an avenue 
for collecting pharmacy handling cost 
data specific to drugs in order to 
package the overhead costs of these 
items into the associated procedures, 
most likely drug administration 
services. We believed that this 
methodology of reporting pharmacy 
overhead costs on an uncoded revenue 
center line would increase the accuracy 
of pharmacy overhead payments for 
drugs and biologicals as it would 
package the overhead cost for similar 
drugs into the commonly associated 
separately payable services, for 
example, by packaging the pharmacy 
overhead cost for a chemotherapy drug 
with the cost of the chemotherapy drug 
administration service also included on 
the claim. 

Similar to the public response to our 
CY 2006 pharmacy overhead proposal, 
the overwhelming majority of 
commenters did not support our CY 
2008 proposal and urged us to not 
finalize this policy (72 FR 66761). While 
MedPAC supported the proposal for 
improving the accuracy of drug payment 
by incorporating variability in pharmacy 
overhead costs, most other commenters 
cited the increased hospital burden that 
would be associated with manipulating 
accounting systems and making manual 
calculations, along with concerns about 
making these changes to their billing 
operations while continuing to set 
charges for particular services that were 
the same for all payers. After hearing 
concerns about the burden of 
establishing a unique pharmacy 
overhead charge for every drug, at its 
September 2007 meeting, the APC Panel 
recommended that hospitals not be 
required to separately report charges for 
pharmacy overhead and handling and 
that payment for overhead be included 
as part of drug payment. The APC Panel 
also recommended that CMS continue 
to evaluate alternative methods to 
standardize the capture of pharmacy 
overhead costs in a manner that is 
simple to implement at the 
organizational level (72 FR 66761). 
Because of these concerns, we did not 
finalize the proposal to instruct 
hospitals to separately report pharmacy 
overhead charges for CY 2008. Instead, 
in the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66763), we 
finalized a policy of providing payment 
for separately payable drugs and 
biologicals and their pharmacy 
overhead at ASP+5 percent as a 
transition from their CY 2007 payment 
of ASP+6 percent to payment based on 
the equivalent average ASP-based 
payment rate calculated from hospital 
claims, which was ASP+3 percent for 

the CY 2008 OPPS/ASC final rule with 
comment period. Hospitals continued to 
include charges for pharmacy overhead 
costs in the line-item charges for the 
associated drugs reported on claims. 

b. Proposed Payment Policy 
The provision in section 

1833(t)(14)(A)(iii) of the Act, as 
described above, continues to be 
applicable to determining payments for 
SCODs for CY 2009. This provision 
requires that, in CY 2009, payment for 
SCODs be equal to the average 
acquisition cost for the drug for that 
year as determined by the Secretary, 
subject to any adjustment for overhead 
costs and taking into account the 
hospital acquisition cost survey data 
collected by the GAO in CYs 2004 and 
2005. If hospital acquisition cost data 
are not available, the law requires that 
payment be equal to payment rates 
established under the methodology 
described in section 1842(o), section 
1847A, or section 1847B of the Act, as 
calculated and adjusted by the Secretary 
as necessary. In addition, section 
1833(t)(14)(E)(ii) authorizes the 
Secretary to adjust APC weights for 
SCODs to take into account the MedPAC 
report relating to overhead and related 
expenses, such as pharmacy services 
and handling costs. 

During this past year, we have met 
with a variety of stakeholders regarding 
different proposals for collecting 
pharmacy overhead cost information for 
setting OPPS payment rates. One such 
proposal was endorsed by several 
stakeholders during the March 2008 
APC Panel meeting. Presenters to the 
APC Panel explained that CMS’ 
methodology of using a single CCR to 
determine the acquisition and pharmacy 
overhead cost for all drugs attributes a 
greater relative share of pharmacy 
overhead cost to the lower-priced 
packaged drugs and a lower relative 
share of pharmacy overhead cost to the 
more expensive, separately payable 
drugs. Because the OPPS packages 
payment for drugs and biologicals with 
an estimated per day cost of $60 or less 
and estimates the equivalent average 
ASP-based amount based only on the 
costs of separately payable drugs, some 
pharmacy overhead cost that should be 
associated with separately payable 
drugs is being packaged into payment 
for the procedures that are performed 
with lower cost packaged drugs. 

This stakeholder proposal suggested 
that CMS recalculate the equivalent 
average ASP-based amount based on the 
costs of packaged and separately 
payable drugs with HCPCS codes, rather 
than on our current methodology of 
calculating an ASP-based amount solely 

from claims data for separately payable 
drugs. CMS would then use this 
equivalent average ASP-based amount 
(or the physician’s office payment rate 
of ASP+6 percent) to represent the 
acquisition and pharmacy overhead cost 
of all packaged drugs and would 
substitute this figure for the costs of 
packaged drugs in ratesetting for their 
associated procedures. The pool of 
money under the budget neutral OPPS 
that would result from this methodology 
that would package lower drug costs 
with associated procedures than our 
current methodology could then be 
distributed to OPPS payment in a 
number of ways, such as increasing the 
combined acquisition and overhead cost 
payment for separately payable drugs to 
a higher average ASP-based amount 
and/or providing separate payment for 
pharmacy overhead costs for either all 
drugs or only separately payable drugs 
based on a flat add-on rate or on tiers 
of pharmacy service complexity. The 
stakeholders presented APC median 
cost estimates demonstrating that their 
recommendation would significantly 
impact drug payment rates but would 
only change the majority of APC median 
costs by less than 2 percent. 

At its March 2008 meeting, the APC 
Panel recommended that CMS work 
with stakeholders to further develop 
recommendations on the validity of this 
methodology and conduct an impact 
analysis, with consideration for CY 2009 
rulemaking. Because CMS would 
redistribute pharmacy overhead cost 
when modeling payment rates for 
ratesetting, the suggested methodology 
would be administratively simple for 
hospitals. This approach also would 
refine the existing OPPS methodology 
for estimating pharmacy overhead cost 
in a budget neutral manner, without 
redistributing money from the payment 
for nondrug components of other 
services to payment for drugs. However, 
we also believe that substituting an 
average ASP-based amount (or the 
physician’s office payment rate of 
ASP+6 percent) on claims for purposes 
of packaging drug costs into associated 
procedures would be a highly 
significant change to our established 
methodology. It is our longstanding 
policy to accept hospital charge data as 
it is reported on claims, in order to 
capture variability in hospitals’ unique 
charges that is specific to each hospital’s 
charging structure, as well as other 
potential efficiencies. The stakeholder 
recommendation would eliminate the 
expected variability in hospitals’ costs 
of drugs that are packaged into their 
associated procedures. 

While we appreciate the thoughtful 
approach to OPPS payment for 
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pharmacy overhead costs as described 
above, we believe there are several 
issues to be seriously considered before 
we could potentially propose the 
adoption of such a methodology 
including, but not limited to, its 
implications for how we would more 
generally estimate the costs of items 
packaged into a primary service. We 
package payment under the OPPS for 
the costs of many items and services 
other than relatively inexpensive drugs 
that are integral to separately payable 
primary services. In addition, it is not 
clear to us what approach for 
redistributing pharmacy overhead 
dollars would be most accurate and 
operationally feasible for CMS. We 
specifically invite public comment on 
this potential approach for estimating 
pharmacy overhead costs and 
redistributing pharmacy overhead 
payment under the OPPS. 

Recently, RTI completed its 
evaluation of the OPPS cost-based 
weight methodology in general, and 
charge compression in particular. 
Pharmacy stakeholders have already 
noted that accurately estimating 
pharmacy overhead cost is intimately 
related to the CCR used to estimate costs 
from claims’ charges. As discussed 
above, hospitals have informed us that 
they redistribute the cost of pharmacy 
overhead from expensive to inexpensive 
drugs when setting charges for drugs. 

RTI determined that hospitals billing 
a greater percent of drug charges under 
revenue code 0636 (Drugs requiring 
detail coding) out of all revenue codes 
related to drugs had a significantly 
higher CCR for cost center 5600 (Drugs 
Charged to Patients). ‘‘These findings 
are consistent with the a priori 
expectation that providers tend to use 
lower markup rates on these relatively 
expensive items, as compared with 
other items in their CCR group.’’ (RTI 
report, ‘‘Refining Cost to Charge Ratios 
for Calculating APC and MS–DRG 
Relative Payment Weights,’’ July 2008). 
RTI, in its March 2007 report, noted that 
hospitals billing a greater percent of 
drug charges under revenue code 0258 
(IV solutions) out of all revenue codes 
related to drugs had a significantly 
lower CCR for cost center 5600. In the 
short term, RTI recommends that CMS 
adopt regression-adjusted CCRs under 
the OPPS for drugs requiring detail 
coding (reported under revenue code 
0636) and for IV solutions (reported 
under revenue code 0258) for purposes 
of estimating median costs. To eliminate 
the need for simulated CCRs in the 
longer term, RTI recommends that CMS 
create a new standard cost center on the 
cost report for drugs requiring detail 
coding (reported under revenue code 

0636) to mitigate charge compression by 
acquiring more specific CCRs (RTI 
report, ‘‘Refining Cost to Charge Ratios 
for Calculating APC and MS–DRG 
Relative Payment Weights,’’ July 2008.). 
RTI’s recommendations provide other 
alternatives to the recent pharmacy 
stakeholder recommended approach 
described above for improving the cost 
estimation of the acquisition and 
pharmacy overhead costs of drugs under 
the OPPS. 

As discussed further in section 
II.A.1.c. of this proposed rule and 
consistent with our proposal for the FY 
2009 IPPS, we are not proposing to 
adopt regression-based CCRs for cost 
estimation in any area of the CY 2009 
OPPS, including drugs requiring detail 
coding and IV solutions. Instead, we 
believe that RTI’s empirical findings 
would appropriately be addressed 
through concrete steps to improve the 
quality of accounting information used 
to estimate future costs from drug 
charges. Cognizant of public comments 
on past proposals, we also believe that 
this should be done in a manner that is 
fairly simple for hospitals to implement. 

For CY 2009, we are proposing to 
continue our policy of making a 
combined payment for the acquisition 
and pharmacy overhead costs of 
separately payable drugs and biologicals 
at an equivalent average ASP-based 
amount calculated based on our 
standard methodology of estimating 
drug costs from claims. Using updated 
data for this proposed rule, after 
determining the proposed CY 2009 
packaging status of drugs and 
biologicals, we estimated the aggregate 
cost of all drugs and biologicals 
(excluding therapeutic 
radiopharmaceuticals for which no ASP 
data are currently available) that would 
be separately payable in CY 2009 based 
on mean costs from hospital claims data 
and calculated the equivalent average 
ASP-based payment rate that would 
equate to the aggregate reported hospital 
cost. The results of our analysis indicate 
that setting the payment rates for drugs 
and biologicals that would be separately 
payable in CY 2009 based on hospital 
costs would be equivalent to providing 
payment, on average, at ASP+4 percent. 
Therefore, we are proposing to pay for 
separately payable drugs and biologicals 
under the CY 2009 OPPS at ASP+4 
percent because we believe that this is 
the best currently available proxy for 
average hospital acquisition cost and 
associated pharmacy overhead costs. 

In addition, we are also proposing to 
break the single standard cost center 
5600 into two standard cost centers, 
Drugs with High Overhead Cost Charged 
to Patients and Drugs with Low 

Overhead Cost Charged to Patients, to 
reduce the reallocation of pharmacy 
overhead cost from expensive to 
inexpensive drugs and biologicals when 
setting an equivalent average ASP-based 
payment amount in the future. This 
proposal is consistent with RTI’s 
recommendation for creating a new cost 
center whose CCR would be used to 
adjust charges to costs for drugs 
requiring detail coding. We note, 
however, that while improved CCRs 
would more accurately estimate the 
ASP-based amount for combined drug 
and pharmacy overhead payment, they 
would not capture within HCPCS code 
variability in pharmacy handling costs 
resulting from different methods of drug 
preparation used by hospitals. As 
discussed above, we believe that 
improved and more precise cost 
reporting is the best way to improve the 
accuracy of all cost-based payment 
weights, including relative weights for 
the IPPS MS–DRGs. Because both the 
IPPS and the OPPS rely on cost-based 
weights derived, in part, from data on 
the Medicare hospital cost report form, 
public comment on this proposed 
change to the cost report to break the 
single standard cost center 5600 into 
two standard cost centers should 
address any impact on both the 
inpatient and outpatient payment 
systems. 

This proposal would not affect OPPS 
cost estimation for 
radiopharmaceuticals for several 
reasons. First, we would not expect the 
costs and charges for 
radiopharmaceuticals to be assigned to 
cost center 5600. Rather cost center 
4300 (Radioisotope) is more appropriate 
for these items. Second, our claims data 
demonstrate that some hospitals 
continue to bill radiopharmaceuticals 
under revenue code 0636, contrary to 
UB–04 instructions (Official UB04 Data 
Specifications Manual, AHA 2007, p. 
127) specifically noting that 
radiopharmaceuticals should be billed 
under revenue codes 0343 (Diagnostic 
Radiopharmaceuticals) and 0344 
(Therapeutic Radiopharmaceuticals). 
We believe that billing 
radiopharmaceuticals under revenue 
code 0636 could be a result of dated 
CMS’ guidance regarding billing 
radiopharmaceuticals under revenue 
code 0636. On April 8, 2008, we deleted 
this guidance from our Claims 
Processing Manual through 
administrative issuance (Transmittal 
1487, Change Request 5999). Finally, 
RTI did not observe evidence of 
differential mark-up in cost center 4300 
(for hospitals reporting the cost center) 
for products reported under revenue 
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codes 0343 and 0344 (RTI report, 
‘‘Refining Cost to Charge Ratios for 
Calculating APC and MS–DRG Relative 
Payment Weights,’’ July 2008). 

In the FY 2009 IPPS proposed rule (73 
FR 23544 through 23546), we proposed 
creating two cost centers, specifically (1) 
Medical Supplies Charged to Patients 
and (2) Implantable Devices Charged to 
Patients, to replace the current cost 
center Supplies Charged to Patients as 
part of our initiative to revise and 
update the Medicare hospital cost report 
form. We noted that we were only 
proposing one additional cost center in 
order to proceed cautiously with 
changes to the Medicare cost report in 
order to avoid unintended consequences 
for hospitals paid on a cost basis and to 
limit hospitals’ administrative burden 
associated with adapting to new cost 
reporting forms and instructions. We 
remain committed to moving cautiously 
but recognize the need for a judicious 
number of additional cost centers in 
specific areas, including drugs and 
biologicals. As with the items reported 
in the cost center Supplies Charged to 
Patients, items reported in Drugs 
Charged to Patients demonstrate 
significant variability in the costs of 
included items. 

We noted in the FY 2009 IPPS 
proposed rule (73 FR 23546 through 
23547) that we are updating the cost 
report form to eliminate outdated 
requirements in conjunction with the 
PRA, and that we plan to propose actual 
changes to the cost reporting form, the 
attending cost reporting software, and 
the cost report instructions in Chapter 
36 of the Medicare Provider 
Reimbursement Manual (PRM), Part II. 
We anticipate proposing these revisions 
shortly. If we were to adopt as final our 
proposal to create one cost center for 
Drugs with High Overhead Cost Charged 
to Patients and one cost center for Drugs 
with Low Overhead Cost Charged to 
Patients in the CY 2009 OPPS/ASC final 
rule with comment period, the cost 
report forms and instructions would 
reflect those changes. We expect the 
revised cost report may be available for 
hospitals to use when submitting cost 
reports during FY 2009, that is, for cost 
reporting periods beginning after 
October 1, 2008, and we expect that we 
would be able to use some of these data 
for setting drug payment rates for a 
future OPPS update, generally 2 to 3 
years from implementation of the new 
cost report form. 

Currently, to estimate the cost of 
separately payable drugs and biologicals 
for purposes of establishing the 
equivalent average ASP-based amount, 
we estimate costs from charges billed 
with UB–04 drug revenue codes 025X 

(Pharmacy) and 063X (Drugs Require 
Specific ID) using the CCR for cost 
center 5600. Our current revenue code- 
to-cost center crosswalk is available on 
the CMS Web site: (http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
03_crosswalk.asp#TopOfPage). As part 
of our effort to isolate the costs and 
charges for drugs with high and low 
pharmacy overhead costs respectively, 
as proposed, we would instruct 
hospitals to report the charges for drugs 
and biologicals qualifying for the Drugs 
with High Overhead Cost Charged to 
Patients cost center under revenue code 
0636 and all other drugs and biologicals 
under other appropriate drug revenue 
codes. 

It is current practice for hospitals to 
bill only outpatient drug and biological 
charges with revenue code 0636. 
Payment for inpatient hospital services 
through DRGs does not require detailed 
HCPCS coding for drugs and biologicals. 
More importantly, CMS claims 
processing systems currently allow only 
HCPCS codes for blood clotting factors 
to be reported with revenue code 0636 
on inpatient claims. Under our CY 2009 
proposal, we would instruct hospitals to 
report charges for drugs and biologicals 
meeting the criteria for the proposed 
Drugs with High Overhead Costs 
Charged to Patients cost center under 
revenue code 0636 for both inpatient 
and outpatient claims. CMS would need 
to change its claims processing systems 
and, because revenue code 0636 
requires all charges to be reported in 
association with HCPCS codes, this 
approach would require hospitals to 
report HCPCS codes for drug charges 
under revenue code 0636 on inpatient 
claims. We believe that consistent 
billing of drugs and biologicals across 
inpatient and outpatient settings in the 
same hospital would be more 
appropriate than current practice, in 
order to refine our cost estimation for 
drugs with high and low pharmacy 
overhead costs. Continuing to exclude 
inpatient hospital charges for drugs and 
biologicals with high overhead costs 
from being reported under revenue code 
0636 would leave some averaging of 
high and low pharmacy overhead costs 
under other pharmacy revenue codes, 
especially revenue code series 025X that 
we would map to the proposed new cost 
center Drugs with Low Overhead Costs 
Charged to Patients. As a result, there 
would be no improvement in the 
accuracy of MS–DRG weights based on 
the two new cost centers that we are 
proposing to create. However, we 
specifically invite public comment on 
how a CMS requirement to report 

certain drug and biological charges 
under revenue code 0636 on hospital 
inpatient claims would impact 
hospitals. 

There are several ways we could 
define these new cost centers for 
purposes of hospital reporting. First, we 
could adopt the assumptions behind 
RTI’s empirical findings and require 
that hospitals simply report the costs 
and charges associated with revenue 
code 0636 in the proposed new cost 
center Drugs with High Overhead Costs 
Charged to Patients. This approach 
would require hospitals to report 
charges and costs for all other drugs in 
the proposed new cost center Drugs 
with Low Overhead Costs Charged to 
Patients. We believe this approach 
would be administratively simple for 
hospitals to implement because it would 
easily align revenue code and cost 
center relationships and would not 
require hospitals to otherwise categorize 
drugs or estimate a unique pharmacy 
overhead cost for each drug. 
Notwithstanding our requirement for 
hospitals to report, consistent with CPT 
and CMS instructions, all services 
described by HCPCS codes provided in 
an encounter, to the extent that 
hospitals report HCPCS codes for drugs 
that are not packaged, this approach 
might isolate costs and charges for drugs 
that are separately paid under the OPPS 
for purposes of more accurately 
estimating their costs. While we believe 
that RTI’s findings suggest an increase 
in the CCR for adjustment of drug 
charges to costs would result from 
isolating the costs and charges for drugs 
billed under revenue code 0636, one 
limitation of this approach is that it 
would not fully mitigate the 
disproportionate allocation of pharmacy 
overhead cost reflected in differential 
markup. Although clearly an 
improvement in accuracy over current 
cost estimation, it is likely that 
significant variability in markup and 
overhead cost for drugs currently billed 
under revenue code 0636 would remain 
in the proposed new cost center CCR for 
Drugs with High Overhead Costs 
Charged to Patients. 

Second, we could set a cost threshold 
for drug acquisition and pharmacy 
overhead cost for purposes of including 
costs and charges for the drug in one of 
the two proposed new cost centers. If 
we were to implement this 
methodology, we potentially could set 
the threshold at the OPPS drug 
packaging threshold, which is proposed 
to be $60 for CY 2009. This would 
clearly identify those drugs that would 
be billed in each cost center because all 
drug and biological HCPCS codes would 
be assigned either separately payable or 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00077 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2

http://www.cms.hhs.gov/HospitalOutpatientPPS/03_crosswalk.asp#TopOfPage


41492 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

packaged status under the CY 2009 
OPPS. However, we believe that using 
the OPPS drug packaging threshold may 
be too low, and probably does not 
identify a cost point that would 
maximize cost differences between 
drugs with relatively high pharmacy 
overhead costs and drugs with relatively 
low pharmacy overhead costs. This 
approach has the benefit of considering 
cost, which appears largely to determine 
the amount of markup for pharmacy 
overhead costs a hospital incorporates 
into drug charges. Although some high 
cost drugs may have low pharmacy 
overhead costs, in general this 
alternative may do a better job of 
improving cost estimates for drugs with 
high pharmacy overhead costs through 
the use of more specific CCRs than the 
first alternative discussed, a cost center 
that would include all drugs currently 
billed under revenue code 0636. On the 
other hand, we are uncertain as to how 
we would identify the most appropriate 
cost threshold amount, or the manner 
and frequency with which we would 
update the threshold. More importantly, 
we are concerned that identifying the 
unique acquisition and overhead cost 
for each drug could impose a 
comparable administrative burden as 
other prior proposals. 

Third, we could also set a cost 
threshold for pharmacy overhead 
specifically to define high versus low 
overhead cost for purposes of reporting 
costs and charges for drugs in the two 
new cost centers. This alternative would 
require hospitals to identify the cost of 
pharmacy overhead for every drug in 
order to assign it to a cost center. This 
approach would most accurately isolate 
drugs with high and low overhead costs, 
respectively. The resulting CCRs, 
therefore, would better estimate the 
average acquisition and overhead cost 
for these drugs. On the other hand, as 
with the second alternative, we are 
uncertain as to how we would identify 
the most appropriate pharmacy cost 
threshold amount, or the manner and 
frequency with which we would update 
the threshold. Further, this approach 
could also impose a significant hospital 
administrative burden, comparable to 
the burden identified by commenters 
regarding other prior proposals. 

A fourth approach would be to 
instruct hospitals to assign those drugs 
they administer in the OPPS to the two 
proposed new cost centers according to 
the categories discussed in the CY 2006 
final rule with comment period and 
presented in Table 24 above. Under this 
methodology, drugs falling in CMS 
categories 1 and 2 would be billed 
under revenue codes 025X or 063X 
(other than 0636) and captured on the 

cost report in the proposed new cost 
center Drugs with Low Overhead Cost 
Charged to Patients, while drugs falling 
in CMS category 3 would be billed 
under revenue code 0636 and reported 
in the proposed new cost center Drugs 
with High Overhead Cost Charged to 
Patients. CMS would provide some 
examples in the cost report instructions 
of appropriate drugs for each category. 
We are aware that some pharmacy 
stakeholders have already categorized 
drug and biological HCPCS codes into 
the three CMS pharmacy overhead 
categories that were proposed for CY 
2006. Because pharmacy overhead costs 
may vary depending on the preparation 
of a specific product at an individual 
hospital and hospital accounting also 
varies, the same drug could appear in a 
different cost center across hospitals. 
However, we do not believe it would be 
necessary for hospitals to assign exactly 
the same drugs to each of the two 
proposed new cost centers, as long as 
hospitals’ assessment of the pharmacy 
overhead cost category is consistent 
with their billing of these drugs under 
revenue codes 063X (other than 0636) 
and 025X or 0636 and the inclusion of 
these drugs in the associated cost 
centers. Prospectively, the OPPS cost 
estimation methodology would use the 
CCR calculated for the proposed new 
cost center Drugs with High Overhead 
Cost Charged to Patients to adjust drug 
charges billed under revenue code 0636 
to cost and the CCR calculated for the 
proposed new cost center Drugs with 
Low Overhead Cost Charged to Patients 
to adjust drug charges billed under 
revenue codes 025X and 063X (other 
than 0636) to cost for determining drug 
acquisition and pharmacy overhead 
costs. We believe that this fourth 
approach would best estimate a CCR for 
drugs with high pharmacy overhead 
cost and relatively low markup as 
reflected in hospitals’ charges. Because 
the number of drugs in pharmacy 
overhead category three would be 
limited based on the specific category 
description, this approach should more 
accurately address the limited markup 
for very expensive drugs with high 
pharmacy overhead costs, where 
charges do not reflect the hospitals’ 
pharmacy overhead costs for those 
drugs. We also believe that hospitals 
would find this alternative easier to 
implement than any policy requiring 
hospitals to identify a unique total 
acquisition and overhead cost or a 
specific pharmacy overhead cost for 
each drug for purposes of assigning the 
drug’s costs and charges to one of the 
two proposed new cost centers. 
However, we realize that there would 

still be some additional administrative 
burden for hospitals that have not yet 
determined the appropriate pharmacy 
overhead category for each of their 
drugs, and that they would need to 
educate their billing staff, to modify 
their chargemasters, and to adapt other 
billing software. 

In summary, we are proposing to pay 
for the combined average acquisition 
and pharmacy overhead cost of 
separately payable drugs and biologicals 
at ASP+4 percent under the CY 2009 
OPPS. In addition, we are proposing to 
create two new cost centers when we 
revise the Medicare hospital cost report 
form, specifically Drugs with High 
Overhead Cost Charged to Patients and 
Drugs with Low Overhead Cost Charged 
to Patients. We expect that CCRs from 
these proposed new cost centers would 
be available in 2 to 3 years to refine 
OPPS drug cost estimates by accounting 
for differential hospital markup 
practices for drugs with high and low 
pharmacy overhead costs. We 
specifically invite public comment on 
the policy and operational benefits, 
challenges, and concerns that may be 
associated with these proposals, 
specifically as they relate to our 
proposed approach to distinguishing 
between drugs and biologicals for 
purposes of inclusion in the two 
proposed new cost centers and the other 
alternatives discussed above. 

c. Proposed Payment for Blood Clotting 
Factors 

For CY 2008, we are providing 
payment for blood clotting factors under 
the OPPS at ASP+5 percent, plus an 
additional payment for the furnishing 
fee that is also a part of the payment for 
blood clotting factors furnished in 
physicians’ offices under Medicare Part 
B. The CY 2008 updated furnishing fee 
increased by 4.0 percent to $0.158 per 
unit. 

For CY 2009, we are proposing to pay 
for blood clotting factors at ASP+4 
percent, consistent with our proposed 
payment policy for other nonpass- 
through separately payable drugs and 
biologicals, and to continue our policy 
for payment of the furnishing fee using 
an updated amount for CY 2009. 
Because the furnishing fee update is 
based on the percentage increase in the 
Consumer Price Index (CPI) for medical 
care for the 12-month period ending 
with June of the previous year and the 
Bureau of Labor Statistics releases the 
applicable CPI data after the MPFS and 
OPPS/ASC proposed rules are 
published, we are not able to include 
the actual updated furnishing fee in this 
proposed rule. Therefore, in accordance 
with our policy as finalized in the CY 
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2008 OPPS/ASC final rule with 
comment period (72 FR 66765), we will 
announce the actual figure for the 
percent change in the applicable CPI 
and the updated furnishing fee 
calculated based on that figure through 
applicable program instructions and 
posting on the CMS Web site at: 
http://www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice/. 

4. Proposed Payment for Therapeutic 
Radiopharmaceuticals 

a. Background 

Section 303(h) of Pub. L. 108–173 
exempted radiopharmaceuticals from 
ASP pricing in the physician’s office 
setting. Beginning in the CY 2005 OPPS 
final rule with comment period, we 
have exempted radiopharmaceutical 
manufacturers from reporting ASP data 
for payment purposes under the OPPS. 
(For more information, we refer readers 
to the CY 2005 OPPS final rule with 
comment period (69 FR 65811) and the 
CY 2006 OPPS final rule with comment 
period (70 FR 68655).) Consequently, 
we did not have ASP data for 
radiopharmaceuticals for consideration 
for previous years’ OPPS ratesetting. In 
accordance with section 
1833(t)(14)(B)(i)(I) of the Act, we have 
classified radiopharmaceuticals under 
the OPPS as SCODs. As such, we have 
paid for radiopharmaceuticals at average 
acquisition cost as determined by the 
Secretary and subject to any adjustment 
for overhead costs. 
Radiopharmaceuticals are also subject to 
the policies affecting all similarly 
classified OPPS drugs and biologicals, 
such as pass-through payment for 
diagnostic and therapeutic 
radiopharmaceuticals and individual 
packaging determinations for 
therapeutic radiopharmaceuticals, 
discussed earlier in this proposed rule. 

For CYs 2006 and 2007, we used 
mean unit cost data from hospital 
claims to determine each 
radiopharmaceutical’s packaging status 
and implemented a temporary policy to 
pay for separately payable 
radiopharmaceuticals based on the 
hospital’s charge for each 
radiopharmaceutical adjusted to cost 
using the hospital’s overall CCR. In 
addition, in the CY 2006 final rule with 
comment period (70 FR 68654), we 
instructed hospitals to include charges 
for radiopharmaceutical handling in 
their charges for the 
radiopharmaceutical products so these 
costs would be reflected in the CY 2008 
ratesetting process. We note that this 
continues to be our expectation, and we 
believe that the charges for 
radiopharmaceuticals in the CY 2007 

claims data that we are using for this 
proposed rule reflect both the 
acquisition cost of the 
radiopharmaceutical and its associated 
overhead. The methodology of 
providing separate payment based on 
the individual hospital’s overall CCR for 
CYs 2006 and 2007 was finalized as an 
interim proxy for average acquisition 
cost because of the unique 
circumstances associated with 
providing radiopharmaceutical products 
to Medicare beneficiaries. The single 
OPPS payment represented Medicare 
payment for both the acquisition cost of 
the radiopharmaceutical and its 
associated handling costs. 

During the CY 2006 and CY 2007 
rulemaking processes, we encouraged 
hospitals and radiopharmaceutical 
stakeholders to assist us in developing 
a viable long-term prospective payment 
methodology for these products under 
the OPPS. As reiterated in the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66766), we were pleased 
to note that we had many discussions 
with interested parties regarding the 
availability and limitations of 
radiopharmaceutical cost data. 

In considering payment options for 
therapeutic radiopharmaceuticals for CY 
2008, we examined several alternatives 
which we discussed in our CY 2008 
OPPS/ASC proposed rule (72 FR 42738 
through 42739) and CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66769 through 66770). (We refer readers 
to these rules for a full discussion of all 
of the options that we considered.) After 
considering the options and all public 
comments, we finalized a CY 2008 
methodology to provide a prospective 
payment for therapeutic 
radiopharmaceuticals (defined as those 
Level II HCPCS codes that include the 
term ‘‘therapeutic’’ along with a 
radiopharmaceutical in their long code 
descriptors) using mean costs derived 
from the CY 2006 claims data, where the 
costs are determined using our standard 
methodology of applying hospital- 
specific departmental CCRs to 
radiopharmaceutical charges, defaulting 
to hospital-specific overall CCRs only if 
appropriate departmental CCRs are 
unavailable (72 FR 66772). We 
additionally finalized a policy to 
package payment for all diagnostic 
radiopharmaceuticals (defined as Level 
II HCPCS codes that include the term 
‘‘diagnostic’’ along with a 
radiopharmaceutical in their long code 
descriptors) for CY 2008. As discussed 
in the CY 2008 OPPS/ASC proposed 
rule (72 FR 42739), we believed that 
adopting prospective payment based on 
historical hospital claims data was 
appropriate because it served as our 

most accurate available proxy for the 
average hospital acquisition cost of 
separately payable therapeutic 
radiopharmaceuticals. In addition, we 
noted that we have found that our 
general prospective payment 
methodology based on historical 
hospital claims data results in more 
consistent, predictable, and equitable 
payment amounts across hospitals and 
likely provides incentives to hospitals 
for efficiently and economically 
providing these outpatient services. 

Prior to implementation of our 
finalized CY 2008 methodology of 
providing a prospective payment for 
therapeutic radiopharmaceuticals, 
section 106(b) of the MMSEA was 
enacted on December 29, 2007, that 
provided payment for therapeutic 
radiopharmaceuticals based on 
individual hospital charges adjusted to 
cost. Therefore, hospitals continue to 
receive payment for therapeutic 
radiopharmaceuticals by applying the 
hospital-specific overall CCR to each 
hospital’s charge for a therapeutic 
radiopharmaceutical from January 1, 
2008 through June 30, 2008. Thereafter, 
the OPPS provides payment for 
separately payable therapeutic 
radiopharmaceuticals on a prospective 
basis, with payment rates based upon 
mean costs from hospital claims data as 
set forth in the CY 2008 OPPS/ASC final 
rule with comment period, unless 
otherwise required by law. 

b. Proposed Payment Policy 
Since the start of the temporary cost- 

based payment methodology for 
radiopharmaceuticals in CY 2006, we 
have met with several interested parties 
on a number of occasions regarding 
payment under the OPPS for 
radiopharmaceuticals and have received 
numerous different suggestions from 
these stakeholders regarding payment 
methodologies that we could employ for 
future use under the OPPS. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66771), we 
solicited comments requesting 
interested parties to provide information 
related to if and how the existing ASP 
methodology could be used to establish 
payment for specific therapeutic 
radiopharmaceuticals under the OPPS. 
We received several responses to our 
request for comments. 

Similar to the recommendations we 
received during the CY 2008 OPPS/ASC 
proposed rule comment period (72 FR 
66770), we received several suggestions 
regarding the establishment of an OPPS- 
specific methodology for 
radiopharmaceutical payment that 
would be similar to the ASP 
methodology, without following the 
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established ASP procedures referenced 
at 1847A of the Act and implemented 
through rulemaking. Some commenters 
recommended using external data 
submitted by a variety of sources other 
than manufacturers. Along this line, 
commenters suggested gathering 
information from nuclear pharmacies 
using methodologies with a variety of 
names such as Nuclear Pharmacy 
Calculated Invoiced Price (Averaged) 
(CIP) and Calculated Pharmacy Sales 
Price (CPSP). Other commenters 
recommended that CMS base payment 
for certain radiopharmaceuticals on 
manufacturer-reported ASP. 

As noted in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66771), a ratesetting approach based on 
external data would be administratively 
burdensome for us because we would be 
required to collect, process, and review 
external information to ensure that it 
was valid, reliable, and representative of 
a diverse group of hospitals so that it 
could be used to establish rates for all 
hospitals. However, we specifically 
requested additional comments 
regarding the use of the existing ASP 
reporting structure for therapeutic 
radiopharmaceuticals as this established 
methodology is already used for 
payment of other drugs provided in the 
hospital outpatient setting (72 FR 
66771). While we received several 
recommendations from commenters on 
the CY 2008 OPPS/ASC final rule with 
comment period regarding payment of 
therapeutic radiopharmaceuticals based 
on estimated costs provided by 
manufacturers or other parties, we 
believe that the use of external data for 
payment of therapeutic 
radiopharmaceuticals should only be 
adopted if those external data are 
subject to the same well-established 
regulatory framework as the ASP data 
currently used for payment of separately 
payable drugs and biologicals under the 
OPPS. We have previously indicated 
that nondevice external data used for 
setting payment rates should be publicly 
available and representative of a diverse 
group of hospitals both by location and 
type, while it should also identify its 
data sources. We do not believe that 
external therapeutic 
radiopharmaceutical cost data 
voluntarily provided outside of the 
established ASP methodology, either by 
manufacturers or nuclear pharmacies, 
would generally satisfy these criteria 
that are minimum standards for setting 
OPPS payment rates. 

Another commenter on the CY 2008 
OPPS/ASC final rule with comment 
period recommended that CMS identify 
the therapeutic radiopharmaceutical 
used for Zevalin therapy (A9543 

(Yttrium Y–90 ibritumomab tiuxetan, 
therapeutic, per treatment dose, up to 40 
millicuries)) as a biological for payment 
purposes, instead of treating it as a 
radiopharmaceutical. As discussed in 
the CY 2003 OPPS final rule with 
comment period (67 FR 66757), Zevalin 
treatment consists of a radioactive 
isotope that is delivered to its target 
tissue by a monoclonal antibody. At that 
time, we explained that because of the 
specific requirements associated with 
delivery of radioactive isotope therapy, 
any product containing a therapeutic 
radioisotope, including Y–90 Zevalin, 
would be considered to be covered and 
paid under the category of benefits 
described under section 1861(s)(4) of 
the Act for radioactive isotope therapy. 
We stated that we would not consider 
therapeutic radiopharmaceuticals to be 
drugs as described in section 1861(t) 
and, therefore, the OPPS payment 
methodology for separately payable 
drugs and biologicals would not be 
applicable to payment for Y–90 Zevalin. 
We continue to believe that the most 
appropriate Medicare benefit category 
for Y–90 Zevalin is provided in section 
1861(s)(4) of the Act because this 
product is a specific radioactive isotope 
therapy. Therefore, the CY 2009 OPPS 
proposal for nonpass-through payment 
of separately payable biologicals that is 
described in section V.B.3.b. of this 
proposed rule would not apply to 
payment for Y–90 Zevalin. 

As noted in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66770), at its September 2007 meeting, 
the APC Panel recommended that CMS 
create a composite APC for Bexxar or 
related therapies and present it for the 
APC Panel’s consideration at the next 
APC Panel meeting. We accepted this 
recommendation and modeled a 
radioimmunotherapy (RIT) composite 
APC for both Bexxar and Zevalin 
therapies using our final rule CY 2008 
claims database. We discussed this 
analysis with the APC Panel at its 
March 2008 meeting. 

To perform this analysis for the APC 
Panel, we first identified all claims that 
had an occurrence of a case-defining 
therapeutic radiopharmaceutical HCPCS 
code used for a RIT treatment: A9545 
(Iodine I–131 tositumomab, therapeutic, 
per treatment dose) and A9543 (Yttrium 
Y–90 ibritumomab tiuxetan, 
therapeutic, per treatment dose, up to 40 
millicuries). We then identified what we 
considered to be the HCPCS codes for 
services and products associated with 
RIT, based on information from the 
manufacturers and suggestions from 
CMS medical advisors and identified 
associated claims (using beneficiary 
health insurance claim (HIC) numbers) 

to develop the total median cost for a 
RIT composite APC. 

We note that very few hospitals billed 
all of the HCPCS codes for an individual 
beneficiary that we expected to be 
reported for a case of RIT treatment. We 
used this ‘‘HIC-linked’’ file consisting of 
all associated claims for each 
beneficiary from one hospital that we 
considered to be part of a single case of 
RIT treatment to develop a composite 
APC cost estimate for a course of RIT 
treatment, where a case required: (1) 
HCPCS code A9545 or A9543; (2) an 
HCPCS code for either nonradiolabeled 
tositumomab (G3001 (Administration or 
supply of tositumomab, 450 mg)) or 
rituximab (J9310 (Rituximab, 100 mg)) 
(which would also indicate the start of 
a RIT case); (3) a HCPCS code for the 
corresponding diagnostic 
radiopharmaceutical (A9544 (Iodine I– 
131 tositumomab, diagnostic, per study 
dose) or A9542 (Indium In–111, 
ibritumomab tiuxetan, diagnostic, per 
study dose, up to 5 millicuries)); and (4) 
at least one instance of a diagnostic 
imaging service (CPT code 78804 
(Radiopharmaceutical localization of 
tumor or distribution of 
radiopharmaceutical agent(s); whole 
body, requiring two or more days 
imaging)) prior to the administration of 
the therapeutic radiopharmaceutical. In 
addition, in order to further define the 
case for an estimate of a composite APC 
cost, we did not include the costs of 
services occurring on dates before the 
provision of the nonradiolabeled 
tositumomab or rituximab or after the 
administration of the therapeutic 
radiopharmaceutical. 

Other services we expected to be 
reported for a case, such as CPT code 
79403 (Radiopharmaceutical therapy, 
radiolabeled monoclonal antibody by 
intravenous infusion) and CPT code 
77300 (Basic radiation dosimetry 
calculation, central axis depth dose 
calculation, TDF, NSD, gap calculation, 
off axis factor, tissue inhomogeneity 
factors, calculation of non-ionizing 
radiation surface and depth dose, as 
required during course of treatment, 
only when prescribed by the treating 
physician), were considered optional 
and, although they were not required in 
order to determine the RIT case, the 
costs of these associated services were 
included when we established the 
median cost of the RIT composite APC. 

We determined that the median cost 
for the RIT composite APC, including 
required and optional additional 
services directly related to the RIT 
treatment, would be approximately 
$19,000. This figure represents, at a 
minimum, the estimated cost of the 
nonradiolabeled tositumomab (or 
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rituximab), the diagnostic 
radiopharmaceutical, the therapeutic 
radiopharmaceutical, and the imaging, 
based on costs from hospital claims 
data. 

Upon review of this study, the APC 
Panel, at its March 2008 meeting, 
recommended that CMS pursue a RIT 
composite APC that uses existing claims 
and stakeholder data to establish 
appropriate payment rates for RIT 
protocols. In addition, the APC Panel 
recommended that CMS provide 
specific guidance to hospitals on 
appropriate billing for RIT under a 
composite APC methodology. We are 
not accepting these recommendations of 
the APC Panel. First, we do not believe 
it would be appropriate to incorporate 
external data into a composite APC 
methodology, when composite APC 
median costs for a comprehensive 
service that the composite APC 
describes are based upon reported 
hospital costs on claims as described in 
section II.A.2.e. of this proposed rule. 
As we have hospital costs from CY 2007 
claims for the services that would be 
paid through a RIT composite APC, we 
would have no reason to use external 
stakeholder data instead of reported 
hospital costs for ratesetting for such an 
APC. In addition, as the APC Panel 
alluded to in its second 
recommendation regarding billing 
guidance to hospitals, our claims 
analysis demonstrated that, according to 
hospital claims data, apparently few 
patients actually received all the 
component services associated with RIT 
treatment from a single hospital, or 
many RIT treatments were incorrectly 
reported by hospitals. A composite APC 
payment provides more accurate 
payment for a set of major services with 
only limited variation from hospital to 
hospital or from case to case and relies 
on correctly coded claims for the 
comprehensive service to develop the 
composite cost, whereas RIT treatment 
does not appear to have these 
characteristics. Stakeholders have 
confirmed that a proportion of patients 
receiving a diagnostic 
radiopharmaceutical and imaging in 
preparation for RIT treatment do not go 
on to receive the therapeutic 
radiopharmaceutical for a variety of 
specific clinical reasons. Furthermore, 
the whole course of RIT treatment may 
occur over a several week period, and 
the challenges associated with 
instructing hospitals to report 
component services in a timely fashion 
that would allow the I/OCE to 
determine whether a composite 
payment would be appropriate are 
significant. Therefore, we believe it 

would be premature to propose payment 
of a composite APC for RIT treatment 
for CY 2009. 

We received comments on the CY 
2008 OPPS/ASC final rule with 
comment period from certain 
radiopharmaceutical manufacturers who 
indicated that the standard ASP 
methodology could be used for payment 
of certain therapeutic 
radiopharmaceutical products. 
Specifically, these manufacturers 
expressed interest in providing ASP for 
their therapeutic radiopharmaceutical 
products as a basis for payment under 
the OPPS. We appreciate the 
willingness of these manufacturers to 
provide ASP data, but we recognize that 
payment based on the ASP methodology 
may not be possible for all therapeutic 
radiopharmaceuticals if manufacturers 
are unable or unwilling to voluntarily 
submit ASP data. Therefore, we are 
proposing the following payment 
methodology for therapeutic 
radiopharmaceuticals under the CY 
2009 OPPS. For therapeutic 
radiopharmaceuticals where ASP 
information is submitted through the 
established ASP process by all 
manufacturers of the specific 
therapeutic radiopharmaceutical, we 
would provide payment for the average 
acquisition and associated handling 
costs of the therapeutic 
radiopharmaceutical at the same relative 
ASP-based amount (proposed at ASP+4 
percent for CY 2009) that we would pay 
for separately payable drugs and 
biologicals in CY 2009 under the OPPS. 
If sufficient ASP information is not 
submitted or appropriately certified by 
the manufacturer for a given calendar 
year quarter, then for that quarter we are 
proposing that the OPPS would provide 
a prospective payment based on the 
mean cost from hospital claims data as 
displayed in Table 25 below, as this was 
the methodology finalized in the CY 
2008 OPPS/ASC final rule with 
comment period. Further, we are 
proposing to continue the methodology, 
as discussed in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66772), of eliminating claims from 
providers who consistently (more than 2 
times) reported charges in the CY 2007 
claims data that were less than $100 
when converted to costs for HCPCS 
codes A9543 and A9545 as part of the 
usual ratesetting process. We believe 
that this would mitigate the effects of 
using incorrectly coded claims from 
several providers in our standard 
ratesetting methodology which 
calculates the mean costs for these two 
products from the claims available for 
the update year. 

Because we do not have ASP data for 
therapeutic radiopharmaceuticals that 
were used for payment in April 2008, 
the proposed payment rates included in 
Addenda A and B to this proposed rule 
are based on mean costs from historical 
hospital claims data available for this 
proposed rule. Under our proposal that 
initially looks to ASP data to establish 
the payment rates for separately payable 
therapeutic radiopharmaceuticals, 
beginning in CY 2009, we would update 
the payment rates for therapeutic 
radiopharmaceuticals quarterly as new 
ASP data become available, just as we 
would update the payment rates for 
separately payable drugs and biologicals 
under the OPPS. 

We are proposing to allow 
manufacturers to submit ASP 
information for any separately payable 
therapeutic radiopharmaceutical for 
payment purposes under the OPPS. 
However, we are not proposing to 
compel manufacturers to submit ASP 
information. The ASP data submitted 
would need to be provided for a patient- 
specific dose, or patient-ready form, of 
the therapeutic radiopharmaceutical in 
order to properly calculate the ASP 
amount for a given HCPCS code. In 
addition, in those instances where there 
is more than one manufacturer of a 
particular therapeutic 
radiopharmaceutical, we note that all 
manufacturers would need to submit 
ASP information in order for payment to 
be made on an ASP basis. We are 
specifically requesting public comment 
on the development of a crosswalk, 
similar to the NDC/HCPCS crosswalk for 
separately payable drugs and biologicals 
posted on the CMS Web site at: http:// 
www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice/ 
01a_2008aspfiles.asp, for use for 
therapeutic radiopharmaceuticals. We 
believe that the use of ASP information 
for OPPS payment would provide an 
opportunity to improve payment 
accuracy for these products by applying 
an established methodology that has 
already been successfully implemented 
under the OPPS for other separately 
payable drugs and biologicals. As is the 
case with other drugs and biologicals 
subject to ASP reporting, in order for a 
therapeutic radiopharmaceutical to 
receive payment based on ASP 
beginning January 1, 2009, we would 
need to receive ASP information from 
the manufacturer in October 2008 that 
would reflect therapeutic 
radiopharmaceutical sales in the third 
quarter of CY 2008 (July 1, 2008 through 
September 30, 2008). These data would 
not be available for publication in the 
CY 2009 OPPS/ASC final rule with 
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comment period but would be included 
in the January 2009 OPPS quarterly 
release that would update the payment 
rates for separately payable drugs, 
biologicals, and therapeutic 
radiopharmaceuticals based on the most 
recent ASP data, consistent with our 
customary practice over the past 3 years 
when we have used the ASP 
methodology for payment of separately 
payable drugs and biologicals under the 
OPPS. In addition, we would need to 
receive information from 
radiopharmaceutical manufacturers that 
would allow us to calculate a unit dose 
cost estimate based on the applicable 
HCPCS code for the therapeutic 
radiopharmaceutical. 

We realize that not all therapeutic 
radiopharmaceutical manufacturers may 
be willing or able to submit ASP 
information for a variety of reasons. We 
are proposing to provide payment at the 
ASP rate if ASP information is available 
for a given calendar year quarter or, if 
ASP information is not available, we are 
proposing to provide payment based on 
the most recent hospital mean unit cost 
data that we have available. We believe 
that both methodologies represent an 

appropriate and adequate proxy for 
average hospital acquisition cost and 
associated handling costs for these 
products. Therefore, if ASP information 
for the appropriate period of sales 
related to payment in any CY 2009 
quarter is not available, we would rely 
on the CY 2007 mean unit cost data 
derived from hospital claims to set the 
payment rates for therapeutic 
radiopharmaceuticals. We note that this 
is not the usual OPPS process that relies 
on alternative data sources, such as 
WAC or AWP, when ASP information is 
temporarily unavailable, prior to 
defaulting to the mean unit cost from 
hospital claims data. We are proposing 
this methodology specifically for 
therapeutic radiopharmaceuticals 
whereby we would immediately default 
to the mean unit cost from hospital 
claims if sufficient ASP data were not 
available because we are not proposing 
to require therapeutic 
radiopharmaceutical manufacturers to 
report ASP data at this time. We do not 
believe that WAC or AWP is an 
appropriate proxy for OPPS payment for 
average therapeutic 

radiopharmaceutical acquisition cost 
and associated handling costs when 
manufacturers are not required to 
submit ASP data and, therefore, 
payment based on WAC or AWP could 
continue for the full calendar year. 

Similar to the ASP process already in 
place for drugs and biologicals, we are 
proposing to update ASP data for 
therapeutic radiopharmaceuticals 
through our quarterly process as 
updates become available. In addition, 
we are proposing to assess the 
availability of ASP data for therapeutic 
radiopharmaceuticals quarterly, and if 
ASP data become available midyear, we 
would transition at the next available 
quarter to ASP-based payment. For 
example, if ASP data are not available 
for the quarter beginning January 2009 
(that is, ASP information reflective of 
third quarter CY 2008 sales are not 
submitted in October 2008), then the 
next opportunity to begin payment 
based on ASP data for a therapeutic 
radiopharmaceutical would be April 
2009 if ASP data reflective of fourth 
quarter CY 2008 sales were submitted in 
January 2009. 

TABLE 25.—PROPOSED CY 2009 SEPARATELY PAYABLE THERAPEUTIC RADIOPHARMACEUTICALS 

HCPCS code Short descriptor 
Proposed 
CY 2009 

APC 

Proposed 
CY 2009 SI 

Proposed 
CY 2009 
payment 

rate based 
on mean 
cost from 

claims 

A9517 ...................... I131 iodide cap, rx .............................................................................................. 1064 K $514.52 
A9530 ...................... I131 iodide sol, rx ............................................................................................... 1150 K 424.97 
A9543 ...................... Y90 ibritumomab, rx ........................................................................................... 1643 K 15,159.66 
A9545 ...................... I131 tositumomab, rx .......................................................................................... 1645 K 10,554.47 
A9563 ...................... P32 Na phosphate ............................................................................................. 1675 K 164.98 
A9564 ...................... P32 chromic phosphate ..................................................................................... 1676 K 560.36 
A9600 ...................... Sr89 strontium .................................................................................................... 0701 K 1,308.96 
A9605 ...................... Sm 153 lexidronm .............................................................................................. 0702 K 2,655.52 

5. Proposed Payment for Nonpass- 
Through Drugs, Biologicals, and 
Radiopharmaceuticals With HCPCS 
Codes, but Without OPPS Hospital 
Claims Data 

Pub. L. 108–173 does not address the 
OPPS payment in CY 2005 and after for 
drugs, biologicals, and 
radiopharmaceuticals that have assigned 
HCPCS codes, but that do not have a 
reference AWP or approval for payment 
as pass-through drugs or biologicals. 
Because there is no statutory provision 
that dictated payment for such drugs 
and biologicals in CY 2005, and because 
we had no hospital claims data to use 
in establishing a payment rate for them, 
we investigated several payment options 
for CY 2005 and discussed them in 

detail in the CY 2005 OPPS final rule 
with comment period (69 FR 65797 
through 65799). 

For CYs 2005 to 2007, we 
implemented a policy to provide 
separate payment for new drugs, 
biologicals, and radiopharmaceuticals 
with HCPCS codes, but which did not 
have pass-through status, at a rate that 
was equivalent to the payment they 
received in the physician’s office 
setting, established in accordance with 
the ASP methodology. For CY 2008, we 
finalized a policy to provide payment 
for new drugs and biologicals with 
HCPCS codes but which do not have 
pass-through status and are without 
OPPS hospital claims data, at ASP+5 
percent, consistent with the final OPPS 

payment methodology for other 
separately payable drugs and 
biologicals. We are proposing to 
continue this methodology for CY 2009. 
Therefore, for CY 2009, we are 
proposing to provide payment for new 
drugs and biologicals with HCPCS 
codes, but which do not have pass- 
through status and are without OPPS 
hospital claims data, at ASP+4 percent, 
consistent with the CY 2009 proposed 
payment methodology for other 
separately payable nonpass-through 
drugs and biologicals. It is our belief 
that this policy ensures that new 
nonpass-through drugs and biologicals 
are treated like other drugs and 
biologicals under the OPPS, unless they 
are granted pass-through status. Only if 
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they are pass-through drugs and 
biologicals would they receive a 
different payment for CY 2009, 
generally equivalent to the payment 
these drugs and biologicals would 
receive in the physician’s office setting, 
consistent with the requirements of the 
statute. We are proposing to continue 
packaging payment for all new nonpass- 
through diagnostic 
radiopharmaceuticals in CY 2009. 

In accordance with the ASP 
methodology, in the absence of ASP 
data, we are proposing, for CY 2009, to 
continue the policy we implemented 
beginning in CY 2005 of using the WAC 
for the product to establish the initial 
payment rate for new nonpass-through 
drugs and biologicals with HCPCS 
codes, but which are without OPPS 
claims data. However, we note that if 
the WAC is also unavailable, we would 
make payment at 95 percent of the 
product’s most recent AWP. We are also 
proposing to assign status indicator ‘‘K’’ 
to HCPCS codes for new drugs and 
biologicals for which we have not 
received a pass-through application. We 
further note that with respect to new 
items for which we do not have ASP 
data, once their ASP data become 
available in later quarter submissions, 
their payment rates under the OPPS 
would be adjusted so that the rates are 
based on the ASP methodology and set 
to the finalized ASP-based amount 
(proposed for CY 2009 at ASP+4 
percent) for items that have not been 
granted pass-through status. 

For CY 2009, we also are proposing to 
base payment for new therapeutic 
radiopharmaceuticals with HCPCS 
codes as of January 1, 2009, but which 
do not have pass-through status, on the 
WACs for these products if ASP data for 
these therapeutic radiopharmaceuticals 

are not available. If the WACs are also 
unavailable, we would make payment 
for new therapeutic 
radiopharmaceuticals at 95 percent of 
their most recent AWPs because we 
would not have mean costs from 
hospital claims data upon which to base 
payment. Analogous to new drugs and 
biologicals, we are proposing to assign 
status indicator ‘‘K’’ to HCPCS codes for 
new therapeutic radiopharmaceuticals 
for which we have not received a pass- 
through application. 

Consistent with other ASP-based 
payments, for CY 2009, we are 
proposing to make any appropriate 
adjustments to the payment amounts for 
new drugs and biologicals in the CY 
2009 OPPS/ASC final rule with 
comment period and also on a quarterly 
basis on our Web site during CY 2009 
if later quarter ASP submissions (or 
more recent WACs or AWPs) indicate 
that adjustments to the payment rates 
for these drugs and biologicals are 
necessary. The payment rates for new 
therapeutic radiopharmaceuticals would 
also be adjusted accordingly. We note, 
the new CY 2009 HCPCS codes for 
drugs, biologicals, and therapeutic 
radiopharmaceuticals are not available 
at the time of development of this 
proposed rule; however, they will be 
included in the CY 2009 OPPS/ASC 
final rule with comment period where 
they will be assigned comment indicator 
‘‘NI’’ to reflect that their interim final 
OPPS treatment is open to comment in 
the CY 2009 OPPS/ASC final rule with 
comment period. 

There are several nonpass-through 
drugs and biologicals that were payable 
in CY 2007 and/or CY 2008 for which 
we do not have any CY 2007 hospital 
claims data. In order to determine the 
packaging status of these items for CY 

2009, we calculated an estimate of the 
per day cost of each of these items by 
multiplying the payment rate for each 
product based on ASP+4 percent, 
similar to other nonpass-through drugs 
and biologicals paid separately under 
the OPPS, by an estimated average 
number of units of each product that 
would typically be furnished to a 
patient during one administration in the 
hospital outpatient setting. We are 
proposing to package items for which 
we estimate the per administration cost 
to be less than or equal to $60, which 
is the general packaging threshold that 
we are proposing for drugs, biologicals, 
and therapeutic radiopharmaceuticals in 
CY 2009. We are proposing to pay 
separately for items with an estimated 
per administration cost greater than $60 
(with the exception of diagnostic 
radiopharmaceuticals and contrast 
agents which we are proposing to 
continue to package regardless of cost, 
as discussed in more detail in section 
V.B.2.b. of this proposed rule) in CY 
2009. We are proposing that the CY 
2009 payment for separately payable 
items without CY 2007 claims data 
would be based on ASP+4 percent, 
similar to other separately payable 
nonpass-through drugs and biologicals 
under the OPPS. In accordance with the 
ASP methodology used in the 
physician’s office setting, in the absence 
of ASP data, we would use the WAC for 
the product to establish the initial 
payment rate. However, we note that if 
the WAC is also unavailable, we would 
make payment at 95 percent of the most 
recent AWP available. 

Table 26 lists all of the nonpass- 
through drugs and biologicals without 
available CY 2007 claims data to which 
these policies would apply in CY 2009. 

TABLE 26.—DRUGS AND BIOLOGICALS WITHOUT CY 2007 CLAIMS DATA 

HCPCS code Short descriptor 

Proposed 
ASP-based 

payment 
rate 

Estimated 
average 

number of 
units per 

administra-
tion 

Proposed 
CY 2009 

SI 

Proposed 
CY 2009 

APC 

C9237 ................. Inj, lanreotide acetate ........................................................................ $23.90 90 K 9237 
J0400 ................. Aripiprazole injection ......................................................................... .................... 39 N ....................
J1573 ................. Hepagam B intravenous, inj .............................................................. 47.43 8 K 1138 
J2724 ................. Protein C concentrate ....................................................................... 11.96 630 K 1139 
J3355 ................. Urofollitropin, 75 iu ............................................................................ 48.25 2 K 1741 
Q4096 ................ VWF complex, not Humate-P ........................................................... 0.64 6825 K 1213 
Q4097 ................ Inj IVIG Privigen 500 mg ................................................................... 33.54 84 K 1214 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66776), we 
began recognizing, for OPPS payment 
purposes, multiple HCPCS codes 
indicating different dosages for covered 

Part B drugs. In general, prior to CY 
2008, the OPPS recognized the lowest 
available administrative dose of a drug 
if multiple HCPCS codes existed for the 
drug; for the remainder of the doses, the 

HCPCS codes were assigned status 
indicator ‘‘B’’ indicating that another 
code existed for OPPS purposes. For 
example, if drug X has 2 HCPCS codes, 
1 for a 1 ml dose and a second for a 5 
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ml dose, prior to CY 2008, the OPPS 
would have assigned a payable status 
indicator to the 1 ml dose and status 
indicator ‘‘B’’ to the 5 ml dose. 
Hospitals were then responsible for 
billing the appropriate number of units 
for the 1 ml dose in order to receive 
payment for the drug under the OPPS. 

As these HCPCS codes were 
previously unrecognized under the 
OPPS prior to CY 2008, we do not have 
claims data to determine their 
appropriate packaging status for CY 
2009. For the CY 2008 OPPS/ASC final 
rule with comment period (72 FR 
66775), we implemented a policy that 
assigned the status indicator of the 
previously recognized HCPCS code to 

the associated newly recognized code(s). 
For CY 2009, we are again proposing to 
continue to use this methodology. Table 
27 below shows the CY 2007 
unrecognized HCPCS code, the CY 2007 
status indicator for the unrecognized 
HCPCS code, the CY 2008 short 
descriptor for the unrecognized HCPCS 
code, the associated recognized CY 2007 
HCPCS code, and the proposed status 
indicator for the newly recognized code. 
As noted in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66775), we believe that this approach is 
the most appropriate and reasonable 
way to implement this change in HCPCS 
code recognition under the OPPS 
without impacting payment. However, 

once claims data are available for these 
previously unrecognized HCPCS codes, 
we would determine the packaging 
status and resulting status indicator for 
each HCPCS code according to the 
general code-specific methodology for 
determining a code’s packaging status 
for a given update year. As we stated in 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66775), we plan 
to closely follow our claims data to 
ensure that our annual packaging 
determinations for the different HCPCS 
codes describing the same drug do not 
create inappropriate payment incentives 
for hospitals to report certain HCPCS 
codes instead of others. 

TABLE 27.—HCPCS CODES UNRECOGNIZED IN CY 2007, ASSOCIATED RECOGNIZED HCPCS CODES, AND PROPOSED 
STATUS INDICATORS FOR CY 2009 

HCPCS codes not 
recognized in CY 

2007 

CY 2007 
SI CY 2008 short descriptor 

Associated 
HCPCS 

recognized 
in CY 2007 

Proposed 
CY 2009 

SI for 
HCPCS 

code newly 
recognized 
in CY 2008 

J1470 ....................... B Gamma globulin 2 CC inj ........................................................................................ J1460 ....... K 
J1480 ....................... B Gamma globulin 3 CC inj ........................................................................................ J1460 ....... K 
J1490 ....................... B Gamma globulin 4 CC inj ........................................................................................ J1460 ....... K 
J1500 ....................... B Gamma globulin 5 CC inj ........................................................................................ J1460 ....... K 
J1510 ....................... B Gamma globulin 6 CC inj ........................................................................................ J1460 ....... K 
J1520 ....................... B Gamma globulin 7 CC inj ........................................................................................ J1460 ....... K 
J1530 ....................... B Gamma globulin 8 CC inj ........................................................................................ J1460 ....... K 
J1540 ....................... B Gamma globulin 9 CC inj ........................................................................................ J1460 ....... K 
J1550 ....................... B Gamma globulin 10 CC inj ...................................................................................... J1460 ....... K 
J1560 ....................... B Gamma globulin > 10 CC inj ................................................................................... J1460 ....... K 
J8521 ....................... B Capecitabine, oral, 500 MG ..................................................................................... J8520 ....... K 
J9062 ....................... B Cisplatin 50 MG injection ......................................................................................... J9060 ....... N 
J9080 ....................... B Cyclophosphamide 200 MG inj ............................................................................... J9070 ....... N 
J9090 ....................... B Cyclophosphamide 500 MG inj ............................................................................... J9070 ....... N 
J9091 ....................... B Cyclophosphamide 1.0 Grm inj ............................................................................... J9070 ....... N 
J9092 ....................... B Cyclophosphamide 2.0 Grm inj ............................................................................... J9070 ....... N 
J9094 ....................... B Cyclophosphamide lyophilized ................................................................................ J9093 ....... N 
J9095 ....................... B Cyclophosphamide lyophilized ................................................................................ J9093 ....... N 
J9096 ....................... B Cyclophosphamide lyophilized ................................................................................ J9093 ....... N 
J9097 ....................... B Cyclophosphamide lyophilized ................................................................................ J9093 ....... N 
J9110 ....................... B Cytarabine hcl 500 MG inj ....................................................................................... J9100 ....... N 
J9140 ....................... B Dacarbazine 200 MG inj .......................................................................................... J9130 ....... N 
J9182 ....................... B Etoposide 100 MG inj .............................................................................................. J9181 ....... N 
J9260 ....................... B Methotrexate sodium inj .......................................................................................... J9250 ....... N 
J9290 ....................... B Mitomycin 20 MG inj ................................................................................................ J9280 ....... N 
J9291 ....................... B Mitomycin 40 MG inj ................................................................................................ J9280 ....... N 
J9375 ....................... B Vincristine sulfate 2 MG inj ...................................................................................... J9370 ....... N 
J9380 ....................... B Vincristine sulfate 5 MG inj ...................................................................................... J9370 ....... N 

Finally, there are 8 drugs and 
biologicals, shown in Table 28 below, 
that were payable in CY 2007 for which 
we lack CY 2007 claims data and for 
which we are unable to determine the 

per day cost based on the ASP 
methodology. As we are unable to 
determine the packaging status and 
subsequent payment rates, if applicable, 
for these drugs and biologicals for CY 

2009 based on the ASP methodology or 
claims data, we are proposing to 
package payment for these drugs and 
biologicals in CY 2009. 

TABLE 28.—DRUGS AND BIOLOGICALS WITHOUT INFORMATION ON PER DAY COST THAT ARE PROPOSED FOR PACKAGING 
IN CY 2009 

HCPCS code Short descriptor Proposed CY 
2009 SI 

90393 ............................... Vaccina ig, im ........................................................................................................................................ N 
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TABLE 28.—DRUGS AND BIOLOGICALS WITHOUT INFORMATION ON PER DAY COST THAT ARE PROPOSED FOR PACKAGING 
IN CY 2009—Continued 

HCPCS code Short descriptor Proposed CY 
2009 SI 

90581 ............................... Anthrax vaccine, sc ............................................................................................................................... N 
J0350 ............................... Injection anistreplase 30 u .................................................................................................................... N 
J0395 ............................... Arbutamine HCl injection ....................................................................................................................... N 
J1452 ............................... Intraocular Fomivirsen na ...................................................................................................................... N 
J2670 ............................... Totazoline hcl injection .......................................................................................................................... N 
J3530 ............................... Nasal vaccine inhalation ....................................................................................................................... N 
Q0174 .............................. Thiethylperazine maleate 10 mg ........................................................................................................... N 

VI. Proposed Estimate of OPPS 
Transitional Pass-Through Spending 
for Drugs, Biologicals, 
Radiopharmaceuticals, and Devices 

A. Background 

Section 1833(t)(6)(E) of the Act limits 
the total projected amount of 
transitional pass-through payments for 
drugs, biologicals, 
radiopharmaceuticals, and categories of 
devices for a given year to an 
‘‘applicable percentage’’ of projected 
total Medicare and beneficiary 
payments under the hospital OPPS. For 
a year before CY 2004, the applicable 
percentage was 2.5 percent; for CY 2004 
and subsequent years, we specify the 
applicable percentage up to 2.0 percent. 

If we estimate before the beginning of 
the calendar year that the total amount 
of pass-through payments in that year 
would exceed the applicable percentage, 
section 1833(t)(6)(E)(iii) of the Act 
requires a uniform reduction in the 
amount of each of the transitional pass- 
through payments made in that year to 
ensure that the limit is not exceeded. 
We make an estimate of pass-through 
spending to determine not only whether 
payments exceed the applicable 
percentage, but also to determine the 
appropriate reduction to the conversion 
factor for the projected level of pass- 
through spending in the following year. 

For devices, developing an estimate of 
pass-through spending in CY 2009 
entails estimating spending for two 
groups of items. The first group of items 
consists of device categories that were 
recently made eligible for pass-through 
payment and that would continue to be 
eligible for pass-through payment in CY 
2009. The CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66778) 
describes the methodology we have 
used in previous years to develop the 
pass-through spending estimate for 
known device categories continuing into 
the applicable update year. The second 
group contains items that we know are 
newly eligible, or project would be 
newly eligible, for device pass-through 
payment in the remainder of CY 2008 or 

beginning in CY 2009. The sum of the 
CY 2009 pass-through estimates for 
these two groups of device categories 
would equal the total CY 2009 pass- 
through spending estimate for device 
categories with pass-through status. 

For drugs and biologicals, section 
1833(t)(6)(D)(i) of the Act establishes the 
pass-through payment amount for drugs 
and biologicals eligible for pass-through 
payment as the amount by which the 
amount authorized under section 
1842(o) of the Act (or, if the drug or 
biological is covered under a 
competitive acquisition contract under 
section 1847B of the Act, an amount 
determined by the Secretary equal to the 
average price for the drug or biological 
for all competitive acquisition areas and 
year established under such section as 
calculated and adjusted by the 
Secretary) exceeds the portion of the 
otherwise applicable fee schedule 
amount that the Secretary determines is 
associated with the drug or biological. 
Because we are proposing to pay for 
nonpass-through separately payable 
drugs and biologicals under the CY 2009 
OPPS at ASP+4 percent, which 
represents the otherwise applicable fee 
schedule amount associated with a pass- 
through drug or biological, and we 
would pay for pass-through drugs and 
biologicals at ASP+6 percent or the Part 
B drug CAP rate, if applicable, our 
estimate of drug and biological pass- 
through payment for CY 2009 is not 
zero. Similar to estimates for devices, 
the first group of drugs and biologicals 
requiring a pass-through payment 
estimate consists of those products that 
were recently made eligible for pass- 
through payment and that would 
continue to be eligible for pass-through 
payment in CY 2009. The second group 
contains drugs and biologicals that we 
know are newly eligible, or project 
would be newly eligible, beginning in 
CY 2009. The sum of the CY 2009 pass- 
through estimates for these two groups 
of drugs and biologicals would equal the 
total CY 2009 pass-through spending 
estimate for drugs and biologicals with 
pass-through status. 

B. Proposed Estimate of Pass-Through 
Spending 

We are proposing to set the applicable 
percentage limit at 2.0 percent of the 
total OPPS projected payments for CY 
2009, consistent with our OPPS policy 
from CY 2004 through CY 2008. 

As discussed in section IV.A. of this 
proposed rule, there are currently no 
known device categories receiving pass- 
through payment in CY 2008 that would 
continue for payment during CY 2009. 
Therefore, there are no device categories 
in the first group, that is, device 
categories recently made eligible for 
pass-through payment and continuing 
into CY 2009, and the estimate for this 
group is $0. 

In estimating CY 2009 pass-through 
spending for device categories in the 
second group (that is, device categories 
that we know at the time of the 
development of this proposed rule 
would be newly eligible for pass- 
through payment in CY 2009 (of which 
there are none), additional device 
categories that we estimate could be 
approved for pass-through status 
subsequent to the development of this 
proposed rule and before January 1, 
2009, and contingent projections for 
new categories in the second through 
fourth quarters of CY 2009), we are 
proposing to use the general 
methodology described in the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66778), while also taking 
into account recent OPPS experience in 
approving new pass-through device 
categories. The estimate of CY 2009 
pass-through spending for this second 
group is $10.0 million. Employing our 
established methodology that the 
estimate of pass-through device 
spending in CY 2009 incorporates CY 
2009 estimates of pass-through spending 
for known device categories continuing 
in CY 2009, those first effective January 
1, 2009, and those device categories 
projected to be approved during 
subsequent quarters of CY 2008 and CY 
2009, our proposed total pass-through 
estimate for device categories for CY 
2009 is $10.0 million. 
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To estimate CY 2009 pass-through 
spending for drugs and biologicals in 
the first group, specifically those drugs 
and biologicals recently made eligible 
for pass-through payment and 
continuing into CY 2009, we are 
proposing to utilize the most recent 
Medicare physician’s office data 
regarding their utilization, information 
provided in the respective pass-through 
applications, historical hospital claims 
data, pharmaceutical industry 
information, and clinical information 
regarding the drugs or biologicals, in 
order to project the CY 2009 OPPS 
utilization of the products. For the 
known drugs and biologicals that would 
continue on pass-through status in CY 
2009, we then estimate the total pass- 
through payment amount as the 
difference between ASP+6 percent or 
the Part B drug CAP rate, as applicable, 
and ASP+4 percent, aggregated across 
the projected CY 2009 OPPS utilization 
of these products. If payment for the 
drug or biological would be packaged if 
the product were not paid separately 
because of its pass-through status, we 
include in the pass-through estimate the 
full payment for the drug or biological 
at ASP+6 percent. Based on these 
analyses, we are proposing the 
estimated pass-through spending 
attributable to the first group (that is, the 
known drugs and biologicals continuing 
with pass-through eligibility in CY 
2009) described above to be about $3.4 
million for CY 2009. This $3.4 million 
estimate of CY 2009 pass-through 
spending for the first group of pass- 
through drugs and biologicals reflects 
the current pass-through drugs and 
biologicals that are continuing on pass- 
through status into CY 2009, which are 
displayed in Table 21 in section V.A.3. 
of this proposed rule. 

To estimate CY 2009 pass-through 
spending for drugs and biologicals in 
the second group (that is, drugs and 
biologicals that we know at the time of 
development of this proposed rule 
would be newly eligible for pass- 
through payment in CY 2009 (of which 
there are none), additional drugs and 
biologicals that we estimate could be 
approved for pass-through status 
subsequent to the development of this 
proposed rule and before January 1, 
2009, and projections for new drugs and 
biologicals that could be initially 
eligible for pass-through payment in the 
second through fourth quarters of CY 
2009), we are proposing to use 
utilization estimates from applicants, 
pharmaceutical industry data, and 
clinical information as the basis for 
pass-through spending estimates for 
these drugs and biologicals for CY 2009, 

while also considering the most recent 
OPPS experience in approving new 
pass-through drugs and biologicals. 
Based on these analyses, we are 
proposing the estimated pass-through 
spending attributable to this second 
group of drugs and biologicals to be 
about $5.5 million for CY 2009. 

In the CY 2005 OPPS final rule with 
comment period (69 FR 65810), we 
indicated that we are accepting pass- 
through applications for new 
radiopharmaceuticals that are assigned a 
HCPCS code on or after January 1, 2005. 
(Prior to this date, radiopharmaceuticals 
were not included in the category of 
drugs paid under the OPPS, and, 
therefore, were not eligible for pass- 
through status.) There are no 
radiopharmaceuticals that are eligible 
for pass-through payment at the time of 
publication of this proposed rule. In 
addition, we have no information 
identifying new radiopharmaceuticals to 
which a HCPCS code might be assigned 
on or after January 1, 2009, for which 
pass-through payment status would be 
sought. We also have no historical data 
regarding payment for new 
radiopharmaceuticals with pass-through 
status under the methodology that we 
specified for the CY 2005 OPPS or the 
CY 2009 methodology that we are 
proposing as discussed in section V.A.3. 
of this proposed rule. However, we do 
not believe that pass-through spending 
for new radiopharmaceuticals in CY 
2009 would be significant enough to 
materially affect our estimate of total 
pass-through spending in CY 2009. 
Therefore, we are not including 
radiopharmaceuticals in our proposed 
estimate of pass-through spending for 
CY 2009. We discuss the proposed 
methodology for determining the CY 
2009 payment amount for new 
therapeutic radiopharmaceuticals 
without pass-through status in section 
V.B.5. of this proposed rule. We discuss 
our proposal to package payment for all 
new diagnostic radiopharmaceuticals 
without pass-through status in CY 2009 
in section V.B.2.b. of this proposed rule. 

In accordance with the 
comprehensive methodology described 
above, we estimate that total pass- 
through spending for the device 
categories and the drugs and biologicals 
that are continuing for pass-through 
payment into CY 2009 and those 
devices, drugs, biologicals, and 
radiopharmaceuticals that first become 
eligible for pass-through status 
subsequent to this proposed rule in CY 
2008 or during CY 2009 would 
approximate $18.9 million, which 
represents 0.07 percent of total OPPS 
projected payments for CY 2009. 

Because we estimate that pass- 
through spending in CY 2009 would not 
amount to 2.0 percent of total projected 
OPPS CY 2009 spending, we are 
proposing to return 1.93 percent of the 
pass-through pool to adjust the 
conversion factor, as we discuss in 
section II.B. of this proposed rule. 

VII. Proposed OPPS Payment for 
Brachytherapy Sources 

A. Background 

Section 1833(t)(2)(H) of the Act, as 
added by section 621(b)(2)(C) of Public 
Law 108–173, mandated the creation of 
separate groups of covered OPD services 
that classify brachytherapy devices 
separately from other services or groups 
of services. The additional groups must 
reflect the number, isotope, and 
radioactive intensity of the devices of 
brachytherapy furnished, including 
separate groups for palladium-103 and 
iodine-125 devices. 

Section 1833(t)(16)(C) of the Act, as 
added by section 621(b)(1) of Public 
Law 108–173, established payment for 
devices of brachytherapy consisting of a 
seed or seeds (or radioactive source) 
based on a hospital’s charges for the 
service, adjusted to cost. The period of 
payment under this provision is for 
brachytherapy sources furnished from 
January 1, 2004, through December 31, 
2006. Under section 1833(t)(16)(C) of 
the Act, charges for the brachytherapy 
devices may not be used in determining 
any outlier payments under the OPPS 
for that period of payment. Consistent 
with our practice under the OPPS to 
exclude items paid at cost from budget 
neutrality consideration, these items 
were excluded from budget neutrality 
for that time period as well. 

Section 621(b)(3) of Pub. L. 108–173 
required the GAO to conduct a study to 
determine appropriate payment 
amounts for devices of brachytherapy, 
and to submit a report on its study to 
the Congress and the Secretary, 
including recommendations on the 
appropriate payments for such devices. 
This report was due to Congress and to 
the Secretary no later than January 1, 
2005. The GAO’s final report, ‘‘Medicare 
Outpatient Payments: Rates for Certain 
Radioactive Sources Used in 
Brachytherapy Could Be Set 
Prospectively’’ (GAO–06–635), was 
published on July 24, 2006. We 
summarized and discussed the report’s 
findings and recommendations in the 
CY 2007 OPPS/ASC final rule with 
comment period (71 FR 68103 through 
68105). The GAO report principally 
recommended that we use OPPS 
historical claims data to determine 
prospective payment rates for two of the 
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most frequently used brachytherapy 
sources, iodine-125 and palladium-103, 
and also recommended that we consider 
using claims data for the third source 
studied, high dose rate (HDR) iridium- 
192. 

In our CY 2007 annual OPPS 
rulemaking, we proposed and finalized 
a policy of prospective payment based 
on median costs for the 11 
brachytherapy sources for which we had 
claims data. We based the prospective 
payment rates on median costs for each 
source from our CY 2005 claims data (71 
FR 68102 through 71 FR 68114). 

Subsequent to publication of the CY 
2007 OPPS/ASC final rule with 
comment period, section 107(a) of the 
MIEA–TRHCA amended section 
1833(t)(16)(C) of the Act by extending 
the payment period for brachytherapy 
sources based on a hospital’s charges 
adjusted to cost for 1 additional year, 
through December 31, 2007. Therefore, 
we continued to pay for brachytherapy 
sources on charges adjusted to cost for 
CY 2007. 

Section 107(b)(1) of the MIEA– 
TRHCA amended section 1833(t)(2)(H) 
of the Act by adding a requirement for 
the establishment of separate payment 
groups for ‘‘stranded and non-stranded’’ 
brachytherapy devices beginning July 1, 
2007. Section 107(b)(2) of the MIEA– 
TRHCA authorized the Secretary to 
implement this new requirement by 
‘‘program instruction or otherwise.’’ 
This new requirement is in addition to 
the requirement for separate payment 
groups based on the number, isotope, 
and radioactive intensity of 
brachytherapy devices that was 
previously established by section 
1833(t)(2)(H) of the Act. We note that 
commenters who responded to the CY 
2007 proposed rule asserted that 
stranded sources, which they described 
as embedded into the stranded suture 
material and separated within the strand 
by material of an absorbable nature at 
specified intervals, had greater 
production costs than non-stranded 
sources (71 FR 68113 through 68114). 

As a result of the statutory 
requirement to create separate groups 
for stranded and non-stranded sources 
as of July 1, 2007, we established several 
coding changes via program transmittal, 
effective July 1, 2007 (Transmittal 1259, 
dated June 1, 2007). Based upon 
comments on our CY 2007 proposed 
rule and industry input, we were aware 
of three sources available in stranded 
and non-stranded forms at that time: 
iodine-125; palladium-103; and cesium- 
131 (72 FR 42746). We created six new 
HCPCS codes to differentiate the 
stranded and non-stranded versions of 
iodine, palladium and cesium sources. 

The first partial year claims data for 
separately coded stranded and non- 
stranded iodine, palladium, and cesium 
sources are now available in the CY 
2007 claims data that we are using for 
CY 2009 ratesetting for brachytherapy 
sources included in this proposed rule. 

In Transmittal 1259, we indicated that 
if we receive information that any of the 
other sources now designated as non- 
stranded are marketed as a stranded 
source, we would create a code for the 
stranded source. We also established 
two ‘‘Not Otherwise Specified’’ (NOS) 
codes for billing stranded and non- 
stranded sources that are not yet known 
to us and for which we do not have 
source-specific codes, that is, C2698 
(Brachytherapy source, stranded, not 
otherwise specified, per source) for 
stranded NOS sources, or C2699 
(Brachytherapy source, non-stranded, 
not otherwise specified, per source) for 
non-stranded NOS sources. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66783 
through 66784), we again finalized 
prospective payment for brachytherapy 
sources, beginning in CY 2008, with 
payment rates determined using the CY 
2006 claims-based costs per source for 
each brachytherapy source. Consistent 
with our policy regarding APC 
payments made on a prospective basis, 
we finalized our policy in the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66686) to subject the cost 
of brachytherapy sources to the outlier 
provision of section 1833(t)(5) of the 
Act, and to also subject brachytherapy 
source payment weights to scaling for 
purposes of budget neutrality. 
Therefore, brachytherapy sources could 
receive outlier payments if the costs of 
furnishing brachytherapy sources met 
the criteria for outlier payment. In 
addition, as noted in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66683), implementation of 
prospective payment for brachytherapy 
sources provides opportunities for 
hospitals to receive additional payments 
under certain circumstances through the 
7.1 percent rural SCH adjustment. 

We proposed and finalized a policy 
for CY 2008 to pay the two NOS codes, 
C2698 and C2699, based on a rate equal 
to the lowest stranded or non-stranded 
prospective payment rate for such 
sources, respectively, on a per source 
basis (as opposed, for example, to per 
mci). We reasoned that this payment 
methodology for NOS sources would 
provide payment to a hospital for new 
sources, while encouraging interested 
parties to quickly bring new sources to 
our attention so specific coding and 
payment could be established (72 FR 
66785). 

After we finalized our proposal to pay 
for brachytherapy sources in CY 2008 
based on median costs, section 106(a) of 
the MMSEA extended the charges 
adjusted to cost payment methodology 
for an additional 6 months, through 
June 30, 2008. On January 18, 2008, we 
issued Transmittal R1417CP to indicate 
how we are implementing this 
provision. At this time, the prospective 
payment rates for brachytherapy sources 
finalized in the CY 2008 OPPS/ASC 
final rule with comment period will 
become effective July 1, 2008. 

Status indicator ‘‘H’’ (defined in the 
CY 2008 OPPS/final rule with comment 
period as ‘‘Pass-Through Device 
Categories. Separate cost-based pass- 
through payment; not subject to 
copayment.’’) is currently assigned to 
brachytherapy sources through June 30, 
2008, for claims processing purposes, 
although a beneficiary copayment is 
being applied to payment for these 
sources. We finalized a policy in the CY 
2008 OPPS/ASC final rule with 
comment period to assign status 
indicator ‘‘K’’ (defined as ‘‘Nonpass- 
Through Drugs and Biologicals; 
Therapeutic Radiopharmaceuticals; 
Brachytherapy Sources; Blood and 
Blood Products. Paid under OPPS; 
separate APC payment.’’) to all 
brachytherapy source APCs because the 
sources would be paid based on 
prospective payment. The definition of 
status indicator ‘‘K’’ was initially 
changed for CY 2007 to accommodate 
prospective payment for brachytherapy 
sources and this change was continued 
for CY 2008 (72 FR 66785). 
Brachytherapy source APCs will be 
assigned status indicator ‘‘K’’ beginning 
July 1 through December 31, 2008. 

For CY 2008, we also adopted the 
policy we established in the CY 2007 
OPPS/ASC final rule with comment 
period (which was superseded by 
section 107 of the MIEA–TRHCA) 
regarding payment for new 
brachytherapy sources for which we 
have no claims data. We assign future 
new HCPCS codes for new 
brachytherapy sources to their own 
APCs, with prospective payment rates 
set based on our consideration of 
external data and other relevant 
information regarding the expected 
costs of the sources to hospitals (72 FR 
66785). When section 106(a) of the 
MMSEA extended the charges adjusted 
to cost payment methodology for 
brachytherapy sources through June 30, 
2008, this policy was not implemented 
as of January 1, 2008. We anticipate 
implementing this policy as of July 1, 
2008. 

At its March 2008 meeting, the APC 
Panel recommended that CMS use 
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median cost data to pay for 
brachytherapy sources in CY 2009, as 
presented by the CMS staff and 
reviewed by the APC Panel Data 
Subcommittee. 

B. Proposed OPPS Payment Policy 
As we have stated in the CY 2008 

OPPS/ASC final rule with comment 
period (72 FR 66780), we believe that 
adopting prospective payment for 
brachytherapy sources would be 
appropriate for a number of reasons. 
The general OPPS payment 
methodology is a prospective payment 
system using median costs based on 
claims data to set the relative payment 
weights for hospital outpatient services. 
This prospective payment methodology 
would result in more consistent, 
predictable, and equitable payment 
amounts per source across hospitals by 
eliminating some of the extremely high 
and low payment amounts resulting 
from payment based on hospitals’ 
charges adjusted to cost. Prospective 
payment would also provide hospitals 
with incentives for efficiency in the 
provision of brachytherapy services to 
Medicare beneficiaries. Moreover, this 
approach is consistent with our 
payment methodology for the vast 
majority of items and services paid 
under the OPPS. Indeed, section 
1833(t)(2)(C) of the Act requires us to 
establish prospective payment rates for 
the OPPS system based on median costs 
(or mean costs if elected by the 
Secretary). Only pass-through devices 
continue to be paid at charges adjusted 
to cost for all of CY 2008, while 
brachytherapy sources and therapeutic 

radiopharmaceuticals are paid at 
charges adjusted to cost for the first 6 
months of CY 2008. 

We are proposing to use CY 2007 
claims data for setting the CY 2009 rates 
for brachytherapy sources, as we are 
proposing for most other items and 
services that will be paid under the CY 
2009 OPPS, using our standard OPPS 
ratesetting methodology. We believe 
that we have sufficiently robust CY 2007 
claims data for all payable 
brachytherapy sources, including 
stranded and non-stranded iodine, 
palladium, and cesium sources. As 
indicated earlier, at the March 2008 
APC Panel meeting, the APC Panel Data 
Subcommittee reviewed the CY 2007 
claims data for brachytherapy sources 
and the APC Panel recommended using 
the median cost data for CY 2009 rates. 
We are accepting the APC Panel’s 
recommendation, which is consistent 
with our proposal. 

We are proposing to pay for the 
stranded and non-stranded NOS codes, 
C2698 and C2699, based on a rate equal 
to the lowest stranded or non-stranded 
prospective payment rate for such 
sources, respectively, on a per source 
basis (as opposed, for example, to per 
mci). This proposed payment 
methodology for NOS sources would 
provide payment to a hospital for new 
sources, while encouraging interested 
parties to quickly bring new sources to 
our attention so specific coding and 
payment could be established. 

We are proposing to establish new 
status indicator ‘‘U’’ (Brachytherapy 
Sources. Paid under OPPS; separate 
APC payment) for brachytherapy 

sources as of January 1, 2009. Status 
indicator ‘‘H’’ is currently used for the 
periods when brachytherapy sources are 
paid based on the charges adjusted to 
cost payment methodology, while status 
indicator ‘‘K’’ is used for brachytherapy 
source payment as of July 1, 2008 
through December 31, 2008, in 
accordance with the policy we finalized 
in the CY 2008 OPPS/ASC final rule 
with comment period. Status indicator 
‘‘K’’ currently encompasses nonpass- 
through drugs and biologicals, 
therapeutic radiopharmaceuticals, 
brachytherapy sources, and blood and 
blood products. Assigning status 
indicator ‘‘K’’ to several types of items 
and services with potentially differing 
payment policies has added 
unnecessary complexity to our 
operations. In addition, in CY 2009 we 
are implementing section 1833(t)(17)(A) 
of the Act that specifies payment to 
hospitals based on a reduced conversion 
factor when those hospitals fail to 
submit timely hospital outpatient 
quality data as required. Therefore, to 
facilitate implementation of this 
payment change and streamline 
operations, we are proposing to assign 
new status indicator ‘‘U’’ to 
brachytherapy source HCPCS codes 
beginning in CY 2009. 

We are, therefore, proposing to pay for 
brachytherapy sources at prospective 
rates based on their source-specific 
median costs for CY 2009. The 
separately payable brachytherapy source 
codes, descriptors, APCs, approximate 
median costs, and status indicators are 
presented in Table 29. 

TABLE 29.—PROPOSED SEPARATELY PAYABLE BRACHYTHERAPY SOURCES FOR CY 2009 

HCPCS code Long descriptor 
Proposed 
CY 2009 

APC 

Proposed 
CY 2009 

median cost 

Proposed 
CY 2009 

status 
indicator 

A9527 ...................... Iodine I–125, sodium iodide solution, therapeutic, per millicurie ....................... 2632 $36 U 
C1716 ..................... Brachytherapy source, non-stranded, Gold-198, per source ............................. 1716 34 U 
C1717 ..................... Brachytherapy source, non-stranded, High Dose Rate Iridium-192, per source 1717 212 U 
C1719 ..................... Brachytherapy source, non-stranded, Non-High Dose Rate Iridium-192, per 

source.
1719 65 U 

C2616 ..................... Brachytherapy source, non-stranded, Yttrium-90, per source ........................... 2616 13,426 U 
C2634 ..................... Brachytherapy source, non-stranded, High Activity, Iodine-125, greater than 

1.01 mCi (NIST), per source.
2634 43 U 

C2635 ..................... Brachytherapy source, non-stranded, High Activity, Palladium-103, greater 
than 2.2 mCi (NIST), per source.

2635 27 U 

C2636 ..................... Brachytherapy linear source, non-stranded, Palladium-103, per 1MM ............. 2636 60 U 
C2638 ..................... Brachytherapy source, stranded, Iodine-125, per source .................................. 2638 40 U 
C2639 ..................... Brachytherapy source, non-stranded, Iodine-125, per source .......................... 2639 36 U 
C2640 ..................... Brachytherapy source, stranded, Palladium-103, per source ............................ 2640 66 U 
C2641 ..................... Brachytherapy source, non-stranded, Palladium-103, per source .................... 2641 63 U 
C2642 ..................... Brachytherapy source, stranded, Cesium-131, per source ............................... 2642 100 U 
C2643 ..................... Brachytherapy source, non-stranded, Cesium-131, per source ........................ 2643 59 U 
C2698 ..................... Brachytherapy source, stranded, not otherwise specified, per source .............. 2698 40 U 
C2699 ..................... Brachytherapy source, non-stranded, not otherwise specified, per source ...... 2699 27 U 
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In addition, in CY 2009, we are 
proposing to continue the policy we 
established in the CY 2007 OPPS/ASC 
final rule with comment period (which 
was superseded by section 107 of the 
MIEA–TRHCA) regarding payment for 
new brachytherapy sources for which 
we have no claims data. In accordance 
with that policy, we would assign future 
new HCPCS codes for new 
brachytherapy sources to their own 
APCs, with prospective payment rates 
set based on our consideration of 
external data and other relevant 
information regarding the expected 
costs of the sources to hospitals. 

We continue to invite hospitals and 
other parties to submit 
recommendations to us for new HCPCS 
codes to describe new sources 
consisting of a radioactive isotope, 
including a detailed rationale to support 
recommended new sources. Such 
recommendations should be directed to 
the Division of Outpatient Care, Mail 
Stop C4–05–17, Centers for Medicare 
and Medicaid Services, 7500 Security 
Boulevard, Baltimore, MD 21244. We 
will continue to add new brachytherapy 
source codes and descriptors to our 
systems for payment on a quarterly 
basis. 

VIII. Proposed OPPS Payment for Drug 
Administration Services 

A. Background 

In CY 2005, in response to the 
recommendations made by commenters 
and the hospital industry, OPPS 
transitioned to the use of CPT codes for 
drug administration services. These CPT 
codes allowed specific reporting of 
services regarding the number of hours 
for an infusion and provided 
consistency in coding between Medicare 
and other payers. (For a discussion 
regarding coding and payment for drug 
administration services prior to CY 
2005, we refer readers to the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66787).) 

While hospitals began adopting CPT 
codes for outpatient drug administration 
services in CY 2005, physicians paid 
under the MPFS were using HCPCS G- 
codes in CY 2005 to report office-based 
drug administration services. These G- 
codes were developed in anticipation of 
substantial revisions to the drug 
administration CPT codes by the CPT 
Editorial Panel that were expected for 
CY 2006. 

In CY 2006, as anticipated, the CPT 
Editorial Panel revised its coding 
structure for drug administration 
services, incorporating new concepts 
such as initial, sequential, and 
concurrent services into a structure that 

previously distinguished services based 
on type of administration 
(chemotherapy/nonchemotherapy), 
method of administration (injection/ 
infusion/push), and for infusion 
services, first hour and additional hours. 
For CY 2006, we implemented the CY 
2006 drug administration CPT codes 
that did not reflect the concepts of 
initial, sequential, and concurrent 
services under the OPPS, and we 
created HCPCS C-codes that generally 
paralleled the CY 2005 CPT codes for 
reporting these other services. 

For CY 2007, as a result of comments 
on our proposed rule and feedback from 
the hospital community and the APC 
Panel, we implemented the full set of 
CPT codes, including codes 
incorporating the concepts of initial, 
sequential, and concurrent. In addition, 
the CY 2007 update process offered us 
the first opportunity to consider data 
gathered from the use of CY 2005 CPT 
codes for purposes of ratesetting. For CY 
2007, we used CY 2005 claims data to 
implement a six-level APC structure for 
drug administration services. This six- 
level APC structure for drug 
administration services was continued 
in CY 2008. 

B. Proposed Coding and Payment for 
Drug Administration Services 

The CY 2009 ratesetting process 
affords us the first opportunity to 
examine hospital claims data for the full 
set of CPT codes that reflect the 
concepts of initial, concurrent, and 
sequential services. We performed our 
standard annual OPPS review of the 
clinical and resource characteristics of 
the drug administration HCPCS codes 
assigned to APCs 0436 (Level I Drug 
Administration), 0437 (Level II Drug 
Administration), 0438 (Level III Drug 
Administration), 0439 (Level IV Drug 
Administration), 0440 (Level V Drug 
Administration), and 0441 (Level VI 
Drug Administration) for CY 2008 based 
on the CY 2007 claims data available for 
this proposed rule. Under the CY 2008 
APC configurations for drug 
administration services, we observed 
several 2 times violations among the 6 
APCs. Therefore, we are proposing to 
reconfigure the drug administration 
APCs for CY 2009 to improve the 
clinical and resource homogeneity of 
the APCs. (We refer readers to section 
III.B. of this proposed rule for further 
discussion of the 2 times rule.) 

As a result of our hospital cost 
analysis and detailed clinical review, 
we are proposing a five-level APC 
structure for CY 2009 drug 
administration services to more 
appropriately reflect their resource 
utilization in APCs that also group 

clinically similar services. These APCs 
generally demonstrate the clinically 
expected and actually observed 
comparative relationships between the 
median costs of different types of drug 
administration services, including 
initial and additional services, 
chemotherapy and other diagnostic, 
prophylactic, or therapeutic services, 
injections and infusions, and simple 
and complex methods of drug 
administration. We do not believe that 
six drug administration APCs continue 
to be necessary to pay appropriately for 
drug administration services based on 
the significant clinical and resource 
differences among services. Instead, we 
believe that the proposed five-level APC 
structure for CY 2009, displayed in 
Table 30 below, is the more appropriate 
structure based on hospital claims data 
for the full range of CPT drug 
administration codes. 

We presented a potential four-level 
drug administration APC structure to 
the APC Panel during the March 2008 
APC Panel meeting. After reviewing the 
data, the APC Panel recommended that 
CMS not implement this configuration 
until more data are available and that 
CMS provide the APC Panel with a 
crosswalk analysis of the data. We 
appreciate the recommendation of the 
APC Panel. We are accepting this 
recommendation, and we are not 
proposing to implement a four-level 
APC structure for drug administration 
services in CY 2009. 

We last reconfigured the drug 
administration APCs for CY 2007 when 
we first had 1 year of claims data 
reflecting the costs of predecessor drug 
administration CPT codes. Therefore, in 
parallel fashion we believe it is 
appropriate to propose to reconfigure 
the drug administration APCs for CY 
2009 when we first have a year of 
hospital claims data for the full range of 
CPT codes. Our prior assignments of 
CPT codes without data were based only 
on estimates of hospital resource costs, 
and our usual practice is to closely 
examine the APC assignments of all 
HCPCS codes once we have actual 
claims data. We note that, for most of 
the drug administration services, we 
have thousands of single bills available 
for ratesetting from the claims submitted 
by thousands of hospitals, increasing 
our confidence in the accuracy and 
stability of the claims data. In addition, 
our bypass code methodology as 
described in section II.A.1.b. of this 
proposed rule, which specifically 
incorporates packaged costs into the 
costs of the initial drug administration 
service and not into the additional drug 
administration services provided in the 
same hospital encounter, ensures that 
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the single claims used for ratesetting 
represent a large proportion of total 
hospital claims for most drug 
administration services. Therefore, we 
believe that this proposed five-level 
drug administration APC structure 
would be most appropriate after 
examination of the robust set of drug 
administration claims available for CY 
2009 ratesetting because the proposed 
structure would result in payment 
groups with greater clinical and 
resource homogeneity. In addition, we 
do not believe that a crosswalk analysis 
of the cost data would be pertinent 

because, for a number of the CPT codes, 
our APC assignments prior to CY 2009 
were based only on our estimates of 
their expected costs, and not based on 
hospitals’ actual costs for services 
reported according to the current CPT 
code descriptors and guidelines. 

We believe that the proposed five- 
level drug administration APC structure 
presented below in Table 30 accurately 
refines the drug administration APCs 
based on updated and comprehensive 
hospital claims data. Therefore, we are 
proposing to implement the APC 
structure displayed in Table 30 below 
for CY 2009. In addition to adopting this 

drug administration APC structure for 
payment of services, we are proposing 
to continue the use of drug 
administration CPT codes for OPPS 
reporting in CY 2009. As described 
earlier, APC reconfiguration is a regular 
part of the annual OPPS update in 
response to our assessment of the most 
recent hospital claims data. Although 
changes to the APC assignments of 
HCPCS codes, including the drug 
administration CPT codes, affect 
hospital payment for services, they do 
not require any coding changes by 
hospitals. 

TABLE 30.—PROPOSED CY 2009 DRUG ADMINISTRATION APCS 

Proposed 
CY 2009 

APC 

Proposed 
CY 2009 
APC me-
dian cost 

HCPCS 
code Long descriptor 

0436 ......... $24.98 90471 Immunization administration (includes percutaneous, intradermal, subcutaneous, or intramuscular in-
jections); one vaccine (single or combination vaccine/toxoid). 

90472 Immunization administration (includes percutaneous, intradermal, subcutaneous, or intramuscular in-
jections); each additional vaccine (single or combination vaccine/toxoid)(List separately in addition 
to code for primary procedure). 

90473 Immunization administration by intranasal or oral route; one vaccine (single or combination vaccine/ 
toxoid). 

90474 Immunization administration by intranasal or oral route; each additional vaccine (single or combina-
tion vaccine/toxoid) (List separately in addition to code for primary procedure). 

90761 Intravenous infusion, hydration; each additional hour (List separately in addition to code for primary 
procedure). 

90766 Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug); each addi-
tional hour (List separately in addition to code for primary procedure). 

90771 Subcutaneous infusion for therapy or prophylaxis (specify substance or drug); additional pump set-up 
with establishment of new subcutaneous infusion site(s) (List separately in addition to code for pri-
mary procedure). 

90772 Therapeutic, prophylactic or diagnostic injection (specify substance or drug); subcutaneous or 
intramuscular. 

90779 Unlisted therapeutic, prophylactic or diagnostic intravenous or intra-arterial injection or infusion. 
95115 Professional services for allergen immunotherapy not including provision of allergenic extracts; single 

injection. 
95117 Professional services for allergen immunotherapy not including provision of allergenic extracts; two or 

more injections. 
95145 Professional services for the supervision of preparation and provision of antigens for allergen 

immunotherapy (specify number of doses); single stinging insect venom. 
95165 Professional services for the supervision of preparation and provision of antigens for allergen 

immunotherapy; single or multiple antigens (specify number of doses). 
95170 Professional services for the supervision of preparation and provision of antigens for allergen 

immunotherapy; whole body extract of biting insect or other arthropod (specify number of doses). 
96549 Unlisted chemotherapy procedure. 
G0008 Administration of influenza virus vaccine. 
G0009 Administration of pneumococcal vaccine. 
90767 Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug); additional se-

quential infusion, up to 1 hour (List separately in addition to code for primary procedure). 
90770 Subcutaneous infusion for therapy or prophylaxis (specify substance or drug); each additional hour 

(List separately in addition to code for primary procedure) 
90773 Therapeutic, prophylactic or diagnostic injection (specify substance or drug); intra-arterial. 
90774 Therapeutic, prophylactic or diagnostic injection (specify substance or drug); intravenous push, single 

or initial substance/drug. 
0437 ......... $36.59 90775 Therapeutic, prophylactic or diagnostic injection (specify substance or drug); each additional sequen-

tial intravenous push of a new substance/drug (List separately in addition to code for primary pro-
cedure). 

95144 Professional services for the supervision of preparation and provision of antigens for allergen 
immunotherapy, single dose vial(s) (specify number of vials). 

95148 Professional services for the supervision of preparation and provision of antigens for allergen 
immunotherapy (specify number of doses); four single stinging insect venoms. 

96401 Chemotherapy administration, subcutaneous or intramuscular; non-hormonal anti-neoplastic. 
96402 Chemotherapy administration, subcutaneous or intramuscular; hormonal anti-neoplastic. 
96405 Chemotherapy administration; intralesional, up to and including 7 lesions. 
96415 Chemotherapy administration, intravenous infusion technique; each additional hour (List separately in 

addition to code for primary procedure). 
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TABLE 30.—PROPOSED CY 2009 DRUG ADMINISTRATION APCS—Continued 

Proposed 
CY 2009 

APC 

Proposed 
CY 2009 
APC me-
dian cost 

HCPCS 
code Long descriptor 

0438 ......... $74.19 90760 Intravenous infusion, hydration; initial, 31 minutes to 1 hour. 
90769 Subcutaneous infusion for therapy or prophylaxis (specify substance or drug); initial, up to one hour, 

including pump set-up and establishment of subcutaneous infusion site(s). 
95146 Professional services for the supervision of preparation and provision of antigens for allergen 

immunotherapy (specify number of doses); two single stinging insect venoms. 
95147 Professional services for the supervision of preparation and provision of antigens for allergen 

immunotherapy (specify number of doses); three single stinging insect venoms. 
96406 Chemotherapy administration; intralesional, more than 7 lesions. 
96411 Chemotherapy administration; intravenous, push technique, each additional substance/drug (List sep-

arately in addition to code for primary procedure). 
96417 Chemotherapy administration, intravenous infusion technique; each additional sequential infusion (dif-

ferent substance/drug), up to 1 hour (List separately in addition to code for primary procedure). 
96423 Chemotherapy administration, intra-arterial; infusion technique, each additional hour (List separately 

in addition to code for primary procedure). 
90765 Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug); initial, up to 1 

hour. 
95149 Professional services for the supervision of preparation and provision of antigens for allergen 

immunotherapy (specify number of doses); five single stinging insect venoms. 
0439 ......... $126.58 96409 Chemotherapy administration; intravenous, push technique, single or initial substance/drug. 

96420 Chemotherapy administration, intra-arterial; push technique. 
96522 Refilling and maintenance of implantable pump or reservoir for drug delivery, systemic (e.g., intra-

venous, intra-arterial). 
96542 Chemotherapy injection, subarachnoid or intraventricular via subcutaneous reservoir, single or mul-

tiple agents. 
0440 ......... $190.72 95990 Refilling and maintenance of implantable pump or reservoir for drug delivery, spinal (intrathecal, epi-

dural) or brain (intraventricular). 
95991 Refilling and maintenance of implantable pump or reservoir for drug delivery, spinal (intrathecal, epi-

dural) or brain (intraventricular); administered by a physician. 
96413 Chemotherapy administration, intravenous infusion technique; up to 1 hour, single or initial sub-

stance/drug. 
96416 Chemotherapy administration, intravenous infusion technique; initiation of prolonged chemotherapy 

infusion (more than 8 hours), requiring use of a portable or implantable pump. 
96422 Chemotherapy administration, intra-arterial; infusion technique, up to one hour. 
96425 Chemotherapy administration, intra-arterial; infusion technique, initiation of prolonged infusion (more 

than 8 hours), requiring the sue of a portable or implantable pump. 
96440 Chemotherapy administration into pleural cavity, requiring and including thoracentesis. 
96445 Chemotherapy administration into peritoneal cavity, requiring and including peritoneocentesis. 
96450 Chemotherapy administration, into CNS (eg, intrathecal), requiring and including spinal puncture. 
96521 Refilling and maintenance of portable pump. 
C8957 Intravenous infusion for therapy/diagnosis; initiation of prolonged infusion (more than eight hours), re-

quiring use of portable or implantable pump. 

IX. Proposed OPPS Payment for 
Hospital Outpatient Visits 

A. Background 
Currently, hospitals report visit 

HCPCS codes to describe three types of 
OPPS services: clinic visits, emergency 
department visits, and critical care 
services. CPT indicates that office or 
other outpatient visit codes are used to 
report evaluation and management (E/ 
M) services provided in the physician’s 
office or in an outpatient or other 
ambulatory facility. For OPPS purposes, 
we refer to these as clinic visit codes. 
CPT also indicates that emergency 
department visit codes are used to 
report E/M services provided in the 
emergency department, which is 
defined as an ‘‘organized hospital-based 
facility for the provision of unscheduled 
episodic services to patients who 
present for immediate medical 

attention. The facility must be available 
24 hours a day.’’ For OPPS purposes, we 
refer to these as emergency department 
visit codes that specifically apply to the 
reporting of visits to Type A emergency 
departments. Furthermore, for CY 2007 
we established five new Level II HCPCS 
codes to report visits to Type B 
emergency departments (defined as 
dedicated emergency departments that 
incur Emergency Medical Treatment 
and Labor Act (EMTALA) of 1986 (Pub. 
L. 99–272) obligations but that do not 
meet the Type A emergency department 
definition, as described in more detail 
below). These new Level II HCPCS 
codes were developed because there 
were no CPT codes at that time that 
fully described services provided in this 
type of facility. CPT defines critical care 
services to be reported with critical care 
CPT codes as the ‘‘direct delivery by a 
physician(s) of medical care for a 

critically ill or critically injured 
patient.’’ Under the OPPS, in 
Transmittal 1139, Change Request 5438, 
dated December 22, 2006, we have 
stated that the time that can be reported 
as critical care is the time spent by a 
physician and/or hospital staff engaged 
in active face-to-face critical care of a 
critically ill or critically injured patient. 
We also established HCPCS code G0390 
(Trauma response team associated with 
hospital critical care service) in CY 2007 
for the reporting of a trauma response in 
association with critical care services. 
We refer readers to section III.D.1. of 
this proposed rule for further discussion 
of payment for a trauma response 
associated with hospital critical care 
services. 

Currently, CMS instructs hospitals to 
report the CY 2008 CPT codes that 
describe new and established clinic 
visits, Type A emergency department 
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visits, and critical care services, and the 
six Level II HCPCS codes to report Type 
B emergency department visits and 

trauma activation provided in 
association with critical care services. 
These codes are listed below in Table 

31. We are not proposing to change the 
visit HCPCS codes that hospitals report 
for CY 2009. 

TABLE 31.—CY 2008 CPT E/M AND LEVEL II HCPCS CODES USED TO REPORT CLINIC AND EMERGENCY DEPARTMENT 
VISITS AND CRITICAL CARE SERVICES 

HCPCS Code Descriptor 

Clinic Visit HCPCS Codes 

99201 ................ Office or other outpatient visit for the evaluation and management of a new patient (Level 1). 
99202 ................ Office or other outpatient visit for the evaluation and management of a new patient (Level 2). 
99203 ................ Office or other outpatient visit for the evaluation and management of a new patient (Level 3). 
99204 ................ Office or other outpatient visit for the evaluation and management of a new patient (Level 4). 
99205 ................ Office or other outpatient visit for the evaluation and management of a new patient (Level 5). 
99211 ................ Office or other outpatient visit for the evaluation and management of an established patient (Level 1). 
99212 ................ Office or other outpatient visit for the evaluation and management of an established patient (Level 2). 
99213 ................ Office or other outpatient visit for the evaluation and management of an established patient (Level 3). 
99214 ................ Office or other outpatient visit for the evaluation and management of an established patient (Level 4). 
99215 ................ Office or other outpatient visit for the evaluation and management of an established patient (Level 5). 

Emergency Department Visit HCPCS Codes 

99281 ................ Emergency department visit for the evaluation and management of a patient (Level 1). 
99282 ................ Emergency department visit for the evaluation and management of a patient (Level 2). 
99283 ................ Emergency department visit for the evaluation and management of a patient (Level 3). 
99284 ................ Emergency department visit for the evaluation and management of a patient (Level 4). 
99285 ................ Emergency department visit for the evaluation and management of a patient (Level 5). 
G0380 ............... Type B emergency department visit (Level 1). 
G0381 ............... Type B emergency department visit (Level 2). 
G0382 ............... Type B emergency department visit (Level 3). 
G0383 ............... Type B emergency department visit (Level 4). 
G0384 ............... Type B emergency department visit (Level 5). 

Critical Care Services HCPCS Codes 

99291 ................ Critical care, evaluation and management of the critically ill or critically injured patient; first 30–74 minutes. 
99292 ................ Critical care, evaluation and management of the critically ill or critically injured patient; each additional 30 minutes. 
G0390 ............... Trauma response associated with hospital critical care service. 

The majority of CPT code descriptors 
are applicable to both physician and 
facility resources associated with 
specific services. However, we have 
acknowledged from the beginning of the 
OPPS that we believe that CPT E/M 
codes were defined to reflect the 
activities of physicians and do not 
necessarily fully describe the range and 
mix of services provided by hospitals 
during visits of clinic or emergency 
department patients or critical care 
encounters. While awaiting the 
development of a national set of facility- 
specific codes and guidelines, we have 
advised hospitals that each hospital’s 
internal guidelines that determine the 
levels of clinic and emergency 
department visits to be reported should 
follow the intent of the CPT code 
descriptors, in that the guidelines 
should be designed to reasonably relate 
the intensity of hospital resources to the 
different levels of effort represented by 
the codes. 

During its March 2008 APC Panel 
meeting, the APC Panel recommended 
that CMS provide, for review by the 
Visits and Observation Subcommittee at 
the next CY 2008 APC Panel meeting: 

(1) Frequency and median cost data on 
new and established patient clinic visits 
and Type A and Type B emergency 
department visits; (2) data on CPT code 
99291 (Critical care, evaluation and 
management of the critically ill or 
critically injured patient; first 30–74 
minutes) and APC 617 (Critical Care); 
and (3) frequency and median cost data 
on the extended assessment and 
management composite APCs (that is, 
APCs 8002 and 8003). We are adopting 
all three of these recommendations and 
will provide frequency and cost data 
related to these services at the next CY 
2008 APC Panel meeting. The complete 
discussion related to visits is provided 
below. A complete discussion related to 
the extended assessment and 
management composite APCs can be 
found in section II.A.2.e.(1) of this 
proposed rule. 

B. Proposed Policies for Hospital 
Outpatient Visits 

1. Clinic Visits: New and Established 
Patient Visits 

CPT defines an established patient as 
‘‘one who has received professional 

services from the physician or another 
physician of the same specialty who 
belongs to the same group practice, 
within the past 3 years.’’ To apply this 
definition to hospital clinic visits, we 
stated in the April 7, 2000 OPPS final 
rule with comment period (65 FR 
18451), that the meanings of ‘‘new’’ and 
‘‘established’’ pertain to whether or not 
the patient already has a hospital 
medical record number. If the patient 
has a hospital medical record that was 
created within the past 3 years, that 
patient is considered an established 
patient to the hospital. The same patient 
could be ‘‘new’’ to the physician but an 
‘‘established’’ patient to the hospital. 
The opposite could be true if the 
physician has a longstanding 
relationship with the patient, in which 
case the patient would be an 
‘‘established’’ patient with respect to the 
physician and a ‘‘new’’ patient with 
respect to the hospital. Our resource 
cost data continue to show that new 
patient visits are consistently more 
costly than established patient visits of 
the same level. 

Since the implementation of the 
OPPS, we have received very few 
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comments related to the definitions of 
new and established patient visits. 
However, during the past year, we have 
heard from several provider groups that 
hospitals cannot easily distinguish 
between new and established patients 
for purposes of correctly reporting clinic 
visits under the OPPS, based on the 
definition above. We considered several 
options for refining the definitions of 
new and established patients as they 
would apply under the CY 2009 OPPS 
in order to reduce hospitals’ 
administrative burden associated with 
reporting appropriate clinic visit CPT 
codes. 

We considered proposing to eliminate 
the distinction between new and 
established patient visits under the 
OPPS, as had previously been 
recommended by the APC Panel for CY 
2008. We considered instructing 
hospitals to bill all visits as established 
patient visits and the hospital would 
determine the appropriate code level 
based on the resources expended during 
the visit. However, because hospital 
claims data continue to show significant 
cost differences between new and 
established patient visits, we believe it 
is most appropriate to continue to 
recognize the CPT codes for both new 
and established patient visits and, in 
some cases, provide differential 
payment for new and established 
patient visits of the same level. In 
addition, we continue to believe it is 
important that CPT codes be reported 
consistent with their code descriptors, 
and some patients will always be new 
to the hospital, regardless of any 
potential refinement in the definition of 
‘‘new’’ for reporting clinical visits under 
the OPPS. Therefore, we are not 
proposing this approach for CY 2009. 

Another alternative we considered 
was proposing to define an established 
patient as a patient who already had a 
hospital medical record number at the 
hospital where he or she is currently 
receiving services, regardless of when 
this medical record was created. Several 
commenters to the CY 2008 OPPS/ASC 
proposed rule preferred this distinction 
rather than the current policy, which 
requires hospitals to determine if the 
patient’s hospital medical record was 
created within the past 3 years (72 FR 
66793). However, one commenter noted 
an extreme example in which a patient 
who was born at a hospital and assigned 
a medical record number would always 
be considered an established patient to 
that hospital, even if the patient was not 
treated again at that hospital until 
decades later. We continue to believe it 
is appropriate to include a time limit 
when determining whether a patient is 
new or established from the hospital’s 

perspective because we would expect 
that care of a patient who was not 
treated at the hospital for several years 
prior to a visit could require 
significantly greater hospital resources 
than care for a patient who was recently 
treated at the hospital. Therefore, we are 
not proposing this alternative for CY 
2009. 

We considered proposing to modify 
the new and established patient 
definitions for reporting clinic visits 
under the OPPS so they would pertain 
to whether or not the patient was 
registered in a specific hospital clinic 
within the past 3 years. However, we 
believe this approach could be 
problematic because we do not believe 
that every clinic has clear 
administrative boundaries that define 
whether the patient was previously seen 
in that particular clinic. For example, a 
hospital-based clinic may have several 
locations, including on-campus and off- 
campus sites, or a specific area of the 
hospital may house two or more 
specialty clinics that treat disparate 
types of clinical conditions. 

We considered and are not proposing 
to adopt the three alternatives described 
above, for CY 2009, but are instead 
proposing to modify the definitions of 
‘‘new’’ and ‘‘established’’ patients as 
they apply to hospital outpatient visits. 
Specifically, the meanings of ‘‘new’’ and 
‘‘established’’ would pertain to whether 
or not the patient was registered as an 
inpatient or outpatient of the hospital 
within the past 3 years. Under this 
proposal, hospitals would not need to 
determine the specific clinic where the 
patient was previously treated because 
the proposed approach would not rely 
upon when the medical record was 
initially created but rather, would 
depend upon whether the individual 
had been registered as a hospital 
inpatient or outpatient within the 
previous 3 years. 

Hospitals would also not need to 
determine when the medical record was 
initially created. If the patient were 
registered as an inpatient or outpatient 
of the hospital within the past 3 years, 
that patient would be considered an 
‘‘established’’ patient to the hospital. If 
a patient were registered as an 
outpatient in a hospital’s off-campus 
provider-based clinic or emergency 
department within the past 3 years, that 
patient would still be an ‘‘established’’ 
patient to the hospital for an on-campus 
or off-campus clinic visit even if the 
medical record was initially created by 
the hospital prior to the past 3 years. 
Consistent with past policy, the same 
patient could be ‘‘new’’ to the physician 
but an ‘‘established’’ patient to the 
hospital. The opposite could be true if 

the physician has a longstanding 
relationship with the patient, in which 
case the patient would be an 
‘‘established’’ patient with respect to the 
physician and a ‘‘new’’ patient with 
respect to the hospital. We believe that 
our proposed refinement of the new and 
established patient definitions for 
reporting visits under the OPPS would 
be administratively straightforward for 
hospitals to apply, while continuing to 
capture differences in hospital resources 
required to provide new and established 
patient clinic visits. Furthermore, we 
believe that costs from historical 
hospital claims data for services 
reported under the past OPPS 
interpretation of new and established 
patient visits could simply be 
crosswalked to the expected costs of the 
corresponding visit level reported under 
our proposed framework, thereby 
providing appropriate payment for new 
and established clinic visits of all five 
levels until CY 2009 claims data 
reflecting the refined definitions would 
be available for CY 2011 ratesetting. We 
would expect only minimal cost 
differences for clinic visits if these new 
definitions were finalized for CY 2009. 

In summary, for CY 2009, we are 
proposing to modify the definitions of 
new and established patient visits as 
they relate to reporting hospital 
outpatient visits under the OPPS. We 
welcome public comment related to the 
proposed definitions of new and 
established patient visits under the 
OPPS. For CY 2009, we are proposing to 
continue our usual policy of calculating 
median costs for clinic visits under the 
OPPS using historical hospital claims 
data. 

As discussed further in section 
II.A.2.e.(1) of this proposed rule and 
consistent with our CY 2008 policy, 
when calculating the median costs for 
the clinic visit APCs (0604 through 
0608), we would utilize our 
methodology that excludes those claims 
for visits that are eligible for payment 
through the extended assessment and 
management composite APC 8002 
(Level I Extended Assessment and 
Management Composite). We believe 
that this approach would result in the 
most accurate cost estimates for APCs 
0604 through 0608 for CY 2009. 

2. Emergency Department Visits 
As described in section IX.A. of this 

proposed rule, CPT defines an 
emergency department as ‘‘an organized 
hospital-based facility for the provision 
of unscheduled episodic services to 
patients who present for immediate 
medical attention. The facility must be 
available 24 hours a day.’’ Prior to CY 
2007, under the OPPS we restricted the 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00093 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2



41508 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

billing of emergency department CPT 
codes to services furnished at facilities 
that met this CPT definition. Facilities 
open less than 24 hours a day should 
not have reported the emergency 
department CPT codes for visits. 

Sections 1866(a)(1)(I), 1866(a)(1)(N), 
and 1867 of the Act impose specific 
obligations on Medicare-participating 
hospitals and CAHs that offer 
emergency services. These obligations 
concern individuals who come to a 
hospital’s dedicated emergency 
department and request examination or 
treatment for medical conditions, and 
apply to all of these individuals, 
regardless of whether or not they are 
beneficiaries of any program under the 
Act. Section 1867(h) of the Act 
specifically prohibits a delay in 
providing required screening or 
stabilization services in order to inquire 
about the individual’s payment method 
or insurance status. Section 1867(d) of 
the Act provides for the imposition of 
civil monetary penalties on hospitals 
and physicians responsible for failing to 
meet the provisions listed above. These 
provisions, taken together, are 
frequently referred to as the EMTALA 
provisions. 

Section 489.24 of the EMTALA 
regulations defines ‘‘dedicated 
emergency department’’ as any 
department or facility of the hospital, 
regardless of whether it is located on or 
off the main hospital campus, that meets 
at least one of the following 
requirements: (1) It is licensed by the 
State in which it is located under 
applicable State law as an emergency 
room or emergency department; (2) It is 
held out to the public (by name, posted 
signs, advertising, or other means) as a 
place that provides care for emergency 
medical conditions on an urgent basis 
without requiring a previously 
scheduled appointment; or (3) During 
the calendar year immediately 
preceding the calendar year in which a 
determination under the regulations is 
being made, based on a representative 
sample of patient visits that occurred 
during that calendar year, it provides at 
least one-third of all of its outpatient 
visits for the treatment of emergency 
medical conditions on an urgent basis 
without requiring a previously 
scheduled appointment. 

In the CY 2008 OPPS/ASC proposed 
rule (72 FR 42756), we reiterated our 
belief that every emergency department 
that meets the CPT definition of 
emergency department also qualifies as 
a dedicated emergency department 
under EMTALA. However, we indicated 
that we were aware that there are some 
departments or facilities of hospitals 
that meet the definition of a dedicated 

emergency department under the 
EMTALA regulations, but that do not 
meet the more restrictive CPT definition 
of an emergency department. For 
example, a hospital department or 
facility that meets the definition of a 
dedicated emergency department may 
not be available 24 hours a day, 7 days 
a week. Nevertheless, hospitals with 
such departments or facilities incur 
EMTALA obligations with respect to an 
individual who presents to the 
department and requests, or has 
requested on his or her behalf, 
examination or treatment for an 
emergency medical condition. However, 
because they did not meet the CPT 
requirements for reporting emergency 
visit E/M codes, prior to CY 2007, these 
facilities were required to bill clinic 
visit codes for the services they 
furnished under the OPPS. We had no 
way to distinguish in our hospital 
claims data the costs of visits provided 
in dedicated emergency departments 
that did not meet the CPT definition of 
emergency department from the costs of 
clinic visits. 

Prior to CY 2007, some hospitals 
requested that they be permitted to bill 
emergency department visit codes under 
the OPPS for services furnished in a 
facility that met the CPT definition for 
reporting emergency department visit 
E/M codes, except that the facility was 
not available 24 hours a day. These 
hospitals believed that their resource 
costs for visits were more similar to 
those of emergency departments that 
met the CPT definition than they were 
to the resource costs of clinics. 
Representatives of such facilities argued 
that emergency department visit 
payments would be more appropriate, 
on the grounds that their facilities 
treated patients with emergency 
conditions whose costs exceeded the 
resources reflected in the clinic visit 
APC payments, even though these 
emergency departments were not 
available 24 hours per day. In addition, 
these hospital representatives indicated 
that their facilities had EMTALA 
obligations and should, therefore, be 
able to receive emergency department 
visit payments. While these emergency 
departments may have provided a 
broader range and intensity of hospital 
services, and required significant 
resources to assure their availability and 
capabilities in comparison with typical 
hospital outpatient clinics, the fact that 
they did not operate with all capabilities 
full-time suggested that hospital 
resources associated with visits to 
emergency departments or facilities 
available less than 24 hours a day might 
not be as great as the resources 

associated with emergency departments 
or facilities that were available 24 hours 
a day, and that fully met the CPT 
definition. 

In the CY 2007 OPPS/ASC final rule 
with comment period (71 FR 68132), we 
finalized the definition of Type A 
emergency departments to distinguish 
them from Type B emergency 
departments. A Type A emergency 
department must be available to provide 
services 24 hours a day, 7 days a week, 
and meet one or both of the following 
requirements related to the EMTALA 
definition of a dedicated emergency 
department, specifically: (1) It is 
licensed by the State in which it is 
located under the applicable State law 
as an emergency room or emergency 
department; or (2) It is held out to the 
public (by name, posted signs, 
advertising, or other means) as a place 
that provides care for emergency 
medical conditions on an urgent basis 
without requiring a previously 
scheduled appointment. For CY 2007 
(71 FR 68140), we assigned the five CPT 
E/M emergency department visit codes 
for services provided in Type A 
emergency departments to the five 
newly created Emergency Visit APCs, 
specifically 0609 (Level 1 Emergency 
Visits), 0613 (Level 2 Emergency Visits), 
0614 (Level 3 Emergency Visits), 0615 
(Level 4 Emergency Visits), and 0616 
(Level 5 Emergency Visits). 

We defined a Type B emergency 
department as any dedicated emergency 
department that incurred EMTALA 
obligations under § 489.24 of the 
EMTALA regulations but that did not 
meet the Type A emergency department 
definition. To determine whether visits 
to Type B emergency departments have 
different resource costs than visits to 
either clinics or Type A emergency 
departments, in the CY 2007 OPPS/ASC 
final rule with comment period (71 FR 
68132), we finalized a set of five 
G-codes for use by hospitals to report 
visits to all entities that meet the 
definition of a dedicated emergency 
department under the EMTALA 
regulations in § 489.24, but that are not 
Type A emergency departments. These 
codes are called ‘‘Type B emergency 
department visit codes.’’ In the CY 2007 
OPPS/ASC final rule with comment 
period (71 FR 68132), we explained that 
these new G-codes would serve as a 
vehicle to capture median cost and 
resource differences among visits 
provided by Type A emergency 
departments, Type B emergency 
departments, and clinics. For CYs 2007 
and 2008, we assigned the five new 
Type B emergency department visit 
codes for services provided in a Type B 
emergency department to the five Clinic 
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Visit APCs, specifically 0604 (Level 1 
Hospital Clinic Visits), 0605 (Level 2 
Hospital Clinic Visits), 0606 (Level 3 
Hospital Clinic Visits), 0607 (Level 4 
Hospital Clinic Visits), and 0608 (Level 
5 Hospital Clinic Visits). This payment 
policy for Type B emergency 
department visits was similar to our 
previous policy, which required that 
services furnished in emergency 
departments that had an EMTALA 
obligation but did not meet the CPT 
definition of emergency department be 
reported using CPT clinic visit E/M 
codes, resulting in payments based 
upon clinic visit APCs. While 
maintaining the same payment policy 
for Type B emergency department visits 
in CYs 2007 and 2008, we believe the 
reporting of specific G-codes for 
emergency department visits provided 
in Type B emergency departments 

would permit us to specifically collect 
and analyze the hospital resource costs 
of visits to these facilities in order to 
determine if in the future a proposal for 
an alternative payment policy might be 
warranted. We expected hospitals to 
adjust their charges appropriately to 
reflect differences in Type A and Type 
B emergency department visit costs. We 
noted that the OPPS rulemaking cycle 
for CY 2009 would be the first year that 
we would have cost data for these new 
Type B emergency department HCPCS 
codes available for analysis. 

We now have CY 2007 cost data for 
CY 2009 ratesetting for the Type B 
emergency department HCPCS codes 
G0380 through G0384. Based on these 
data, 342 hospitals billed at least one 
Type B emergency department visit 
code in CY 2007, with a total frequency 
of visits provided in Type B emergency 

departments of approximately 200,000. 
All except 2 of the 342 hospitals 
reporting Type B emergency department 
visits in CY 2007 also reported Type A 
emergency department visits. Overall, 
many more hospitals (approximately 
2,911 total hospitals) reported Type A 
emergency department visits than Type 
B emergency department visits. For 
comparison purposes, the total 
frequency of visits provided in hospital 
outpatient clinics and Type A 
emergency departments is 
approximately 14.5 million and 10.3 
million, respectively. The median costs 
for the Type B emergency department 
visit HCPCS codes, as compared to the 
clinic visit and Type A emergency visit 
APC median costs, are shown in Table 
32 below. 

TABLE 32.—COMPARISON OF MEDIAN COSTS FOR CLINIC VISIT APCS, TYPE B EMERGENCY DEPARTMENT VISIT HCPCS 
CODES, AND TYPE A EMERGENCY VISIT APCS 

Visit level Clinic visit 
APCs 

Type B 
emergency 
department 
visit HCPCS 

code 

Type A 
emergency 
visit APCs 

Level 1 ......................................................................................................................................... $55 $48 $54 
Level 2 ......................................................................................................................................... 68 65 87 
Level 3 ......................................................................................................................................... 88 92 136 
Level 4 ......................................................................................................................................... 117 156 219 
Level 5 ......................................................................................................................................... 155 326 325 

The median costs of the lowest level 
visit are similar across all settings, 
including clinic and Type A and B 
emergency departments. Visit levels 2 
and 3 share similar resource costs in the 
clinic and Type B emergency 
department settings, while visits 
provided in Type A emergency 
departments have higher estimated 
resource costs at these levels. The level 
4 clinic visit APC is less resource 
intensive than the level 4 Type B 
emergency department visit, which is 
similarly less resource intensive than 
the level 4 Type A emergency 
department visit. The Type A and B 
emergency department level 5 visit 
median costs are similar to each other 
and significantly exceed the level 5 
clinic visit cost. 

We performed additional data 
analyses in preparation for this 
proposed rule to gather more 
information for our proposal for 
payment of Type B emergency 
department visits. This included 
studying the emergency department 
visit charges and costs of hospitals that 
billed Type B emergency department 
visits, analyzing the cost data for 
various subsets of hospitals that billed 

the Type B emergency department visit 
codes, and comparing visit cost data for 
hospitals that did and did not bill Type 
B emergency department visit codes. 
Hospitals that reported both Type A and 
Type B emergency department visits 
billed lower charges for Type B 
emergency department visits than Type 
A emergency department visits, 
presumably reflecting the lower costs 
for Type B emergency department visits. 
Moreover, hospitals that billed both 
Type A and Type B emergency 
department visits also had lower costs 
for Type B emergency department visits 
than Type A emergency department 
visits at all levels except for the level 5 
Type B emergency department visit. The 
Type A emergency department visit 
costs for hospitals that billed both Type 
A and Type B emergency department 
visits resemble the Type A emergency 
department visit costs of hospitals that 
billed only Type A emergency 
department visits and did not bill any 
Type B emergency department visits. 
We also determined that the majority of 
Type B emergency department visits 
were reported under an emergency 
department revenue code. In summary, 
our further analyses confirmed that the 

median costs of Type B emergency 
department visits are less than the 
median costs of Type A emergency 
department visits for all but the level 5 
visit, and that the observed differences 
are not attributable to provider-level 
differences in the visit costs of the 
different groups of hospitals reporting 
Type A and Type B emergency 
department visits. In other words, the 
median costs from CY 2007 hospital 
claims represent real differences in the 
hospital resource costs for the same 
level of visit in a Type A or Type B 
emergency department. As noted earlier, 
the CY 2007 claims data are the first 
year of claims data that include 
providers’ cost data for the Type B 
emergency department visits. We will 
perform additional analyses to monitor 
patterns of billing and costs of these 
services throughout the CY 2009 
rulemaking cycle, and in preparation for 
the CY 2010 rulemaking cycle, as 
additional cost data become available. 

We shared preliminary cost and 
frequency data with the Visits and 
Observation Subcommittee of the APC 
Panel and the full APC Panel during its 
March 2008 meeting. The APC Panel 
recommended that CMS continue to pay 
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levels 1, 2, and 3 Type B emergency 
department visits at the corresponding 
clinic visit levels. The APC Panel also 
recommended that CMS consider using 
the clinic visit level 5 APC as the basis 
of payment for the level 4 Type B 
emergency department visit and the 
level 5 Type A emergency department 
visit APC as the basis of payment for the 
level 5 Type B emergency department 
visit. Given the limited data presently 
available for Type B emergency 
department visits, the APC Panel also 
recommended that CMS reconsider 
payment adjustments as more claims 
data become available. In general, the 
APC Panel’s recommended 
configuration would pay appropriately 
for each level of Type B emergency 
department visit, based on the resource 
costs of Type B emergency department 
visits that are reflected in claims data. 

In accordance with the APC Panel’s 
assessment, we are proposing to pay for 
Type B emergency department visits in 
CY 2009 consistent with their median 
costs, although we are not fully 
adopting the APC Panel’s recommended 
payment configuration. Specifically, we 
are proposing to pay levels 1, 2, 3, and 
4 Type B emergency department visits 
through four levels of newly created 
APCs, 0626 (Level 1 Type B Emergency 
Visits), 0627 (Level 2 Type B Emergency 
Visits), 0628 (Level 3 Type B Emergency 
Visits), and 0629 (Level 4 Type B 
Emergency Visits). We are proposing to 

assign HCPCS codes G0380, G0381, 
G0382, and G0383, the levels 1, 2, 3, 
and 4 Type B emergency department 
visit Level II HCPCS codes, to APCs 
0626, 0627, 0628, and 0629, 
respectively, for CY 2009. These HCPCS 
codes would be the only HCPCS codes 
assigned to these newly created APCs. 
Furthermore, to distinguish these new 
APCs from the APCs for levels 1, 2, 3, 
and 4 Type A emergency visits, we are 
proposing to modify the titles of the 
current APCs for these visits to 
incorporate Type A in their names. 
Therefore, their proposed revised titles 
would be: APC 0609, Level 1 Type A 
Emergency Visits; APC 0613, Level 2 
Type A Emergency Visits; APC 0614, 
Level 3 Type A Emergency Visits; and 
APC 0615, Level 4 Type A Emergency 
Visits. Finally, we are proposing to map 
the level 5 Type B emergency 
department visit code, HCPCS code 
G0384, to APC 0616 (Level 5 Emergency 
Visits), which is the same APC that 
contains CPT code 99285, the level 5 
Type A emergency department visit 
code. Consistent with the APC Panel 
recommendation, the level 5 Type B 
emergency department visit payment 
rate would be the same as the level 5 
Type A emergency department visit 
payment rate, based upon the similar 
median costs for these visits. For this 
highest level of emergency department 
visits, the costs of these relatively 
uncommon visits to Type A and Type 

B emergency departments are 
comparable, reflecting the considerable 
hospital resources required to care for 
these sick patients in both settings. 

Table 33 below displays the proposed 
APC median costs for each level of Type 
B emergency department visit, under 
our proposed CY 2009 configuration. 
We believe the CY 2009 proposed 
assignments of the levels 1 through 4 
Type B emergency department visits to 
their own new clinical APCs, and the 
proposed assignment of the level 5 Type 
B emergency department visit to APC 
0616, would pay appropriately for all 
levels of Type B emergency department 
visits, taking into consideration the 
hospital costs for these visits. 

As more cost data become available 
and hospitals gain additional experience 
with reporting visits to Type B 
emergency departments, we would 
continue to regularly reevaluate patterns 
of Type A and Type B emergency visit 
reporting at varying levels of 
disaggregation below the national level 
to ensure that hospitals continue to bill 
appropriately and differentially for 
these services. In addition, according to 
our usual practice, we would examine 
trends in cost data over time and 
consider alternative emergency 
department visit APC configurations in 
the future if updated data indicate that 
changes to the proposed payment 
structure for CY 2009 should be 
considered. 

TABLE 33.—PROPOSED CY 2009 TYPE B EMERGENCY DEPARTMENT VISIT APC ASSIGNMENTS AND MEDIAN COSTS 

Type B emergency department visit level 
Proposed CY 

2009 APC 
assignment 

Proposed CY 
2009 APC 

median cost 

Level 1 ..................................................................................................................................................................... 0626 $48 
Level 2 ..................................................................................................................................................................... 0627 65 
Level 3 ..................................................................................................................................................................... 0628 92 
Level 4 ..................................................................................................................................................................... 0629 156 
Level 5 ..................................................................................................................................................................... 0616 325 

For the CY 2009 OPPS, we are also 
proposing to include HCPCS code 
G0384 in the criteria that determine 
eligibility for payment of composite 
APC 8003 (Level II Extended 
Assessment and Management 
Composite). We refer the readers to 
section II.A.2.e.(1) of this proposed rule 
for further discussion related to the 
extended assessment and management 
composite APCs. As discussed in detail 
in sections II.A.2.e.(1) and III.D.1. of this 
proposed rule and consistent with our 
CY 2008 practice, when calculating the 
median costs for the Type A and Type 
B emergency visit APCs (0609 through 
0616 and 0626 through 0629), we would 
utilize our methodology that excludes 

those claims for visits that are eligible 
for payment through the extended 
assessment and management composite 
APC 8003. We believe that this 
approach would result in the most 
accurate cost estimates for APCs 0609 
through 0616 and 0626 through 0629 for 
CY 2009. 

3. Visit Reporting Guidelines 

As described in section IX.A. of this 
proposed rule, since April 7, 2000, we 
have instructed hospitals to report 
facility resources for clinic and 
emergency department hospital 
outpatient visits using the CPT E/M 
codes and to develop internal hospital 

guidelines for reporting the appropriate 
visit level. 

As noted in detail in sections IX.C. of 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66802 through 
66805), we observed a normal and stable 
distribution of clinic and emergency 
department visit levels in hospital 
claims over the past several years. The 
data indicated that hospitals, on 
average, were billing all five levels of 
visit codes with varying frequency, in a 
consistent pattern over time. Overall, 
both the clinic and emergency 
department visit distributions indicated 
that hospitals were billing consistently 
over time and in a manner that 
distinguished between visit levels, 
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resulting in relatively normal 
distributions nationally for the OPPS, as 
well as for specific classes of hospitals. 
The results of these analyses were 
generally consistent with our 
understanding of the clinical and 
resource characteristics of different 
levels of hospital outpatient clinic and 
emergency department visits. In the CY 
2008 OPPS/ASC proposed rule (72 FR 
42764 through 42765), we specifically 
invited public comment as to whether a 
pressing need for national guidelines 
continued at this point in the 
maturation of the OPPS, or if the current 
system where hospitals create and apply 
their own internal guidelines to report 
visits was currently more practical and 
appropriately flexible for hospitals. We 
explained that although we have 
reiterated our goal since CY 2000 of 
creating national guidelines, this 
complex undertaking for these 
important and common hospital 
services was proving more challenging 
than we initially thought as we received 
new and expanded information from the 
public on current hospital reporting 
practices that led to appropriate 
payment for the hospital resources 
associated with clinic and emergency 
department visits. We believed that 
many hospitals had worked diligently 
and carefully to develop and implement 
their own internal guidelines that 
reflected the scope and types of services 
they provided throughout the hospital 
outpatient system. Based on public 
comments, as well as our own 
knowledge of how clinics operate, it 
seemed unlikely that one set of 
straightforward national guidelines 
could apply to the reporting of visits in 
all hospitals and specialty clinics. In 
addition, the stable distribution of clinic 
and emergency department visits 
reported under the OPPS over the past 
several years indicated that hospitals, 
both nationally in the aggregate and 
grouped by specific hospital classes, 
were generally billing in an appropriate 
and consistent manner as we would 
expect in a system that accurately 
distinguished among different levels of 
service based on the associated hospital 
resources. 

Therefore, we did not propose to 
implement national visit guidelines for 
clinic or emergency department visits 
for CY 2008. Since publication of the CY 
2008 OPPS/ASC final rule with 
comment period, we have once again 
examined the distribution of clinic and 
Type A emergency department visit 
levels based upon updated CY 2007 
claims data available for this proposed 
rule and confirmed that we continue to 
observe a normal and stable distribution 

of clinic and emergency department 
visit levels in hospital claims. We 
continue to believe that, based on the 
use of their own internal guidelines, 
hospitals are generally billing in an 
appropriate and consistent manner that 
distinguishes among different levels of 
visits based on their required hospital 
resources. As a result of our updated 
analyses, we are proposing that 
hospitals should continue to report 
visits during CY 2009 according to their 
own internal hospital guidelines. 

In the absence of national guidelines, 
we would continue to regularly 
reevaluate patterns of hospital 
outpatient visit reporting at varying 
levels of disaggregation below the 
national level to ensure that hospitals 
continue to bill appropriately and 
differentially for these services. We do 
not expect to see an increase in the 
proportion of visit claims for high level 
visits as a result of the new extended 
assessment and management composite 
APCs 8002 and 8003 adopted for CY 
2008 and proposed for CY 2009. 
Similarly, we expect that hospitals will 
not purposely change their visit 
guidelines or otherwise upcode clinic 
and emergency department visits 
reported with observation care solely for 
the purpose of composite APC payment. 
As stated in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66648), we expect to carefully monitor 
any changes in billing practices on a 
service-specific and hospital-specific 
level to determine whether there is 
reason to request that QIOs review the 
quality of care furnished, or to request 
that Benefit Integrity contractors or 
other contractors review the claims 
against the medical record. 

In addition, we note our continued 
expectation that hospitals’ internal 
guidelines would comport with the 
principles listed in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66805). We encourage hospitals with 
more specific questions related to the 
creation of internal guidelines to contact 
their local fiscal intermediary or 
Medicare Administrative Contractor 
(MAC). 

We appreciate all of the comments we 
have received in the past from the 
public on visit guidelines, and we 
encourage continued submission of 
comments throughout the year that 
would assist us and other stakeholders 
interested in the development of 
national guidelines. Until national 
guidelines are established, hospitals 
should continue using their own 
internal guidelines to determine the 
appropriate reporting of different levels 
of clinic and emergency department 
visits. While we understand the interest 

of some hospitals in our moving quickly 
to promulgate national guidelines that 
would ensure standardized reporting of 
hospital outpatient visit levels, we 
believe that the issues and concerns 
identified both by us and others that 
may arise are important and require 
serious consideration prior to the 
implementation of national guidelines. 
Because of our commitment to provide 
hospitals with 6 to 12 months’ notice 
prior to implementation of national 
guidelines, we would not implement 
national guidelines prior to CY 2010. 
Our goal is to ensure that OPPS national 
or hospital-specific visit guidelines 
continue to facilitate consistent and 
accurate reporting of hospital outpatient 
visits in a manner that is resource-based 
and supportive of appropriate OPPS 
payments for the efficient and effective 
provision of visits in hospital outpatient 
settings. 

X. Proposed Payment for Partial 
Hospitalization Services 

A. Background 
Partial hospitalization is an intensive 

outpatient program of psychiatric 
services provided to patients as an 
alternative to inpatient psychiatric care 
for beneficiaries who have an acute 
mental illness. Section 1833(t)(1)(B)(i) of 
the Act provides the Secretary with the 
authority to designate the hospital 
outpatient department services to be 
covered under the OPPS. The Medicare 
regulations at § 419.21(c) that 
implement this provision specify that 
payments under the OPPS will be made 
for partial hospitalization services 
furnished by CMHCs as well as those 
furnished to hospital outpatients. 
Section 1833(t)(2)(C) of the Act requires 
that we establish relative payment 
weights based on median (or mean, at 
the election of the Secretary) hospital 
costs determined by 1996 claims data 
and data from the most recent available 
cost reports. Because a day of care is the 
unit that defines the structure and 
scheduling of partial hospitalization 
services, we established a per diem 
payment methodology for the PHP APC, 
effective for services furnished on or 
after August 1, 2000 (65 FR 18452). 

Historically, the median per diem cost 
for CMHCs greatly exceeded the median 
per diem cost for hospital-based PHPs 
and fluctuated significantly from year to 
year, while the median per diem cost for 
hospital-based PHPs remained relatively 
constant ($200–$225). We believe that 
CMHCs may have increased and 
decreased their charges in response to 
Medicare payment policies. As 
discussed in more detail in section X.B. 
of this proposed rule and in the CY 2004 
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OPPS final rule with comment period 
(68 FR 63470), we also believe that some 
CMHCs manipulated their charges in 
order to inappropriately receive outlier 
payments. 

In the CY 2005 OPPS update, the 
CMHC median per diem cost was $310, 
the hospital-based PHP median per 
diem cost was $215, and the combined 
CMHC and hospital-based median per 
diem cost was $289, a reduction in 
median cost from previous years. We 
believed the reduction indicated that 
the use of updated CCRs had accounted 
for the previous increase in CMHC 
charges and represented a more accurate 
estimate of CMHC per diem costs for 
PHP. 

For the CY 2006 OPPS final rule with 
comment period, the median per diem 
cost for CMHCs dropped to $154, while 
the median per diem cost for hospital- 
based PHPs was $201. We believed that 
a combination of reduced charges and 
slightly lower CCRs for CMHCs resulted 
in a significant decline in the CMHC 
median per diem cost between CY 2003 
and CY 2004. 

The CY 2006 OPPS updated 
combined hospital-based and CMHC 
median per diem cost was $161, a 
decrease of 44 percent compared to the 
CY 2005 combined median per diem 
amount. Due to concern that this 
amount may not cover the cost for PHPs, 
as stated in the CY 2006 OPPS final rule 
with comment period (70 FR 68548 and 
68549), we applied a 15-percent 
reduction to the combined hospital- 
based and CMHC median per diem cost 
to establish the CY 2006 PHP APC. (We 
refer readers to the CY 2006 OPPS final 
rule with comment period for a full 
discussion of how we established the 
CY 2006 PHP rate (70 FR 68548).) In 
that rule, we stated our belief that a 
reduction in the CY 2005 median per 
diem cost would strike an appropriate 
balance between using the best available 
data and providing adequate payment 
for a program that often spans 5–6 hours 
a day. We stated that 15 percent was an 
appropriate reduction because it 
recognized decreases in median per 
diem costs in both the hospital data and 
the CMHC data, and also reduced the 
risk of any adverse impact on access to 
these services that might result from a 
large single-year rate reduction. 
However, we adopted this policy as a 
transitional measure, and stated in the 
CY 2006 OPPS final rule with comment 
period that we would continue to 
monitor CMHC costs and charges for 
these services and work with CMHCs to 
improve their reporting so that 
payments could be calculated based on 
better empirical data (70 FR 68548). To 
apply this methodology for CY 2006, we 

reduced the CY 2005 combined 
unscaled hospital-based and CMHC 
median per diem cost of $289 by 15 
percent, resulting in a combined median 
per diem cost of $245.65 for CY 2006. 

For the CY 2007 OPPS/ASC final rule 
with comment period, we analyzed 
hospital and CMHC PHP claims for 
services furnished between January 1, 
2005, and December 31, 2005, and used 
the most currently available CCRs to 
estimate costs. The median per diem 
cost for CMHCs was $173, while the 
median per diem cost for hospital-based 
PHPs was $190. 

The combined hospital-based and 
CMHC median per diem cost would 
have been $175 for CY 2007. Rather 
than allowing the PHP per diem rate to 
drop to this level, we proposed to 
reduce the PHP median cost by 15 
percent, similar to the methodology 
used for the CY 2006 update. However, 
after considering all public comments 
received concerning the proposed CY 
2007 PHP per diem rate and results 
obtained using more current data, we 
modified our proposal. We made a 5- 
percent reduction to the CY 2006 
median per diem rate to provide a 
transitional path to the per diem cost 
indicated by the data. This approach 
accounted for the downward direction 
of the data and addressed concerns 
raised by commenters about the 
magnitude of another 15-percent 
reduction in 1 year. Thus, to calculate 
the CY 2007 APC PHP per diem cost, we 
reduced $245.65 (the CY 2005 combined 
hospital-based and CMHC median per 
diem cost of $289 reduced by 15 
percent) by 5 percent, which resulted in 
a combined per diem cost of $233.37. 

For the CY 2008 OPPS/ASC final rule 
with comment period, we analyzed 12 
months of current data for hospital- 
based PHP claims (condition code 41) 
and CMHC PHP claims for PHP services 
furnished between January 1, 2006, and 
December 31, 2006. We also used the 
most currently available CCRs to 
estimate costs for a day of PHP services. 
The median per diem cost for CMHCs 
was $172, while the median per diem 
cost for hospital-based PHPs was $177. 
The combined median per diem cost, 
which is computed from both hospital- 
based and CMHC PHP data was $172. 

For the past 3 years, we have been 
concerned that we did not have 
sufficient evidence to support using the 
median per diem cost produced by the 
most current year’s PHP data. As 
discussed in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66671), after extensive data analysis we 
now believe the data reflect the level of 
cost for the type of services that are 
being provided. This analysis included 

an examination of revenue-to-cost 
center mapping, refinements to the per 
diem methodology, and an in-depth 
analysis of the number of units of 
services per day. (We refer readers to the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66671 through 
66675) for a detailed discussion of the 
data analysis.) 

Thus, for CY 2008, we proposed and 
finalized two refinements to the 
methodology for computing the PHP 
median; however, these refinements did 
not appreciably impact the median per 
diem cost. We remapped the 10 revenue 
codes to the most appropriate cost 
centers and computed the median using 
a per day methodology (as described 
below). As noted in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66671), after extensive analysis, we 
now believe the data reflected the level 
of cost for the type of services that are 
being provided. We continued to 
observe a clear downward trend in the 
CY 2006 data used to develop the CY 
2008 OPPS/ASC final rule with 
comment period. 

Thus, for CY 2008, we refined our 
methodology for computing PHP per 
diem costs. We developed an alternate 
method to determine median cost by 
computing a separate per diem cost for 
each day rather than for each bill. Under 
this method, we computed a cost 
separately for each day of PHP care. 
When there are multiple days of care 
entered on a claim, a unique cost is 
computed for each day of care. We only 
assigned costs for line items on days 
when a payment is made. All of these 
costs were then arrayed from lowest to 
highest and the middle value of the 
array would be the median per diem 
cost. A complete discussion of the 
refined method of computing the PHP 
median cost can be found in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66672). 

Because partial hospitalization is 
provided in lieu of inpatient care, it 
should be a highly structured and 
clinically-intensive program, usually 
lasting most of the day. Our goal is to 
improve the level of service furnished in 
a PHP day. For CY 2008, we were 
concerned that the proposed decrease in 
PHP payment may not reflect the mix 
and quantity of services that should be 
provided under such an intensive 
program. In an effort to ensure access to 
this needed service to vulnerable 
populations, we mitigated the proposed 
reduction to 50 percent of the difference 
between the CY 2007 APC amount 
($233) and the computed amount based 
on the PHP data ($172), resulting in an 
APC median cost of $203 for CY 2008. 
As stated in the CY 2008 OPPS/ASC 
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final rule with comment period (72 FR 
66673), we believe this payment amount 
would give the providers an opportunity 
to increase the intensity of their 
programs and maintain partial 
hospitalization as part of the continuum 
of mental health care. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66673), we 
reiterated our expectation that hospitals 
and CMHCs will provide a 
comprehensive program consistent with 
the statutory intent. We also indicated 
that we intend to explore changes to our 
regulations and claims processing 
systems in order to deny payment for 
low intensity days and we specifically 
invited public comment on the most 
appropriate threshold. We received no 
public comments on this issue. 

B. Proposed PHP APC Update 
In the CY 2008 OPPS/ASC final rule 

with comment period (72 FR 66672 
through 66674), we presented our 
analysis of the number of units of 
service provided in a day of care, as a 
possible explanation for the low per 
diem cost for PHP. Both hospital-based 
and CMHC PHPs had a significant 
number of days where fewer than 4 
units of service were provided. As noted 
in the CY 2008 OPPS/ASC final rule 
with comment period, review of CY 
2006 data showed that 64 percent of the 
CMHC days were days where fewer than 
4 units of service were provided, and 31 
percent of the hospital-based PHP days 
were days where fewer than 4 units of 
service were provided (72 FR 66672). 

We have updated this analysis using 
CY 2007 claims and found that the 

results and trends have continued. In 
fact, there are even more days with less 
than four services provided in CMHCs, 
but there were fewer days with less than 
4 units of service provided in hospital- 
based PHPs compared to the CY 2006 
data. Using CY 2007 claims, 73 percent 
of CMHC days have fewer than 4 units 
of service, and 28 percent of hospital- 
based PHP days have fewer than 4 units 
of service. Based on these updated 
findings, we computed median per diem 
costs in the following three categories: 
(1) All days; (2) Days with 3 units of 
service; and (3) Days with 4 units or 
more. These updated median per diem 
costs were computed separately for 
CMHCs and hospital-based PHPs and 
are shown in the table below: 

CMHCs Hospital-based 
PHPs Combined 

All Days ........................................................................................................................................ $145 $177 $146 
Days with 3 units ......................................................................................................................... 139 151 140 
Days with 4 units or more ........................................................................................................... 171 205 174 

Using CY 2007 data and our refined 
methodology for computing PHP per 
diem costs adopted in our CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66672), the median per 
diem cost calculated from all claims is 
$146. The data indicate that CMHCs 
provide far fewer days with 4 or more 
units of service and that CMHC median 
per diem cost ($145) is substantially 
lower than the comparable data from 
hospital-based PHPs ($177). Medians for 
claims containing 4 or more units of 
service are $205 for hospital-based PHPs 
and $174 for all PHP claims regardless 
of site of service. Medians for claims 
containing 3 units of service are $139 
for CMHCs, $151 for hospital-based 
PHPs, and $140 for all PHP claims 
regardless of site of service. 

As we stated in our CY 2008 OPPS/ 
ASC final rule with comment period (72 

FR 66672), it was never our intention 
that days with three services 
represented the number of services 
provided in a typical day. Our intention 
was to cover days that consisted of only 
three services in certain limited 
circumstances. For example, we note 
there are days when a patient is 
transitioning towards discharge (or days 
when a patient who is transitioning at 
the beginning of his or her PHP stay). 
Another example of when it may be 
appropriate for a program to provide 
only three services in a day is when a 
patient is required to leave the PHP 
early for the day due to an unexpected 
medical appointment. Therefore, we 
recognize there may be limited 
circumstances when it is appropriate for 
PHPs to receive payment for days when 
only three services are provided. 
However, we believe that programs that 

provide four or more services should be 
paid an amount that recognizes that 
they have provided a more intensive 
day of care. A higher rate for more 
intensive days is consistent with our 
goal that hospitals and CMHCs provide 
a comprehensive program in keeping 
with the statutory intent. 

Accordingly, as there are 
circumstances when three services 
provided may be appropriate, but to 
reflect our general belief that the data 
trend that four or more services more 
appropriately indicated the 
comprehensive nature of PHP services, 
for CY 2009, we are proposing to create 
two separate APC payment rates for 
PHP: one for days with three services 
and one for days with four or more 
services. We are proposing to create two 
new APCs for PHP as follows: 

Proposed APC Group title 
Proposed 
per diem 

rate 

0172 ................................. Level I Partial Hospitalization (3 services) .................................................................................................... $140 
0173 ................................. Level II Partial Hospitalization (4 or more services) ..................................................................................... 174 

For APC 0172, we are proposing to 
use the median per diem cost for CMHC 
and hospital-based PHP days with 3 
units of services ($140). For APC 00173, 
we are proposing to use the median per 
diem cost for CMHC and hospital-based 
PHP days with 4 or more units of 
service ($174). As noted previously, 

these proposed payment rates are 
derived from both PHP-based and 
CMHC-based claims, and represent the 
median cost of providing PHP services 
for the unit of services described. We 
believe that $140 is an appropriate 
payment rate for less intensive days 
because it is derived from both hospital- 

based PHP and CMHC claims data using 
all days with three services. We believe 
that $174 is an appropriate payment rate 
for more intensive days because it is 
derived from both hospital-based PHP 
and CMHC claims data, using all days 
with four or more services. We believe 
that creating a rate specific to days with 
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three services is consistent with our 
proposal to require CMHCs and 
hospital-based PHPs to provide a 
minimum of 3 units of service per day 
in order to receive payment as discussed 
below in section X.C.1. of this proposed 
rule. Our proposal to use two separate 
PHP rates provides a lower payment for 
days with only three services, while not 
penalizing programs that provide four or 
more services by excluding days with 
three services in the computation of 
APC 0173. We believe our proposal 
appropriately balances our concern that 
a PHP program is an intensive program 
and should generally consist of five to 
six services provided, with the 
realization that there may nonetheless 
be appropriate circumstances where 
three services may be provided. 

C. Proposed Policy Changes 

1. Proposal to Deny Payment for Low 
Intensity Days 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66673), we 
reiterated our expectation that hospitals 
and CMHCs will provide a 
comprehensive program consistent with 
the statutory intent. We also indicated 
that we intend to explore changes to our 
regulations and claims processing 
systems in order to deny payment for 
low intensity days and we specifically 
invited public comment on the most 
appropriate threshold. We received no 
public comments on this subject. Our 
analysis of claims data indicates that 
CMHCs (and to a lesser extent hospital- 
based PHPs) are furnishing a substantial 
number of low unit days. We consider 
providing only one or two services to be 
a low unit day. Although we currently 
consider the acceptable minimum 
number of PHP services required in a 
PHP day to be three, it was never our 
intention that three or fewer services 
should represent the number of services 
to be provided in a typical PHP day. 
PHP is furnished in lieu of an inpatient 
psychiatric hospitalization and is 
intended to be more intensive than a 
half-day program. We believe the typical 
PHP day should include five to six 
services with a break for lunch. As 
indicated in section X.B. above, we are 
proposing two PHP per diem rates that 
reflect the level of care provided. 

In conjunction with and to conform to 
our proposed CY 2009 PHP per diem 
rates that account for a minimum of 3 
units of service provided, we also are 
proposing changes to the existing PHP 
logic portion of the I/OCE to require that 
CMHCs and hospital-based PHPs 
provide a minimum of three services per 
day in order to receive PHP payment. 
Currently, the PHP logic portion of the 

I/OCE results in a ‘‘suspension of claim 
for medical review’’ for claims with 
fewer than three services provided in a 
day. For CY 2009, we are proposing to 
deny payment for any PHP claims for 
days when fewer than three therapeutic 
services are provided. We believe that 
three services should be the minimum 
number of services allowed in a PHP 
day because a day with one or two 
services does not meet the statutory 
intent of a PHP program. Three services 
are a minimum threshold that permits 
unforeseen circumstances, such as 
medical appointments, while allowing 
payment, but still maintains the 
integrity of a comprehensive program. 
As noted previously, we also believe 
that a day where a patient receives only 
three services should only occur under 
certain circumstances. As we explained 
in section X.B. of this proposed rule, an 
example of when it may be appropriate 
to bill only three services a day would 
be when a patient might need to leave 
early for a medical appointment and, 
therefore, would be unable to complete 
a full day of PHP treatment. However, 
PHP programs that provide three 
services in a day should be the 
exception, as we expect PHP programs 
to generally provide a more intensive 
day of services as PHP is a more 
comprehensive program than three 
services. CMS will be observing trends 
and assessing this proposed two 
payment rate approach in its continued 
review to protect the integrity of the 
PHP program. 

2. Proposal to Strengthen PHP Patient 
Eligibility Criteria 

As discussed in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66671), we established the current 
PHP payment rate of $203. As part of 
our ongoing review of ensuring the most 
appropriate payment is made for these 
intensive, service-oriented programs, we 
also explored changes that could 
enhance and strengthen the integrity of 
the PHP benefit overall. As part of this 
review, we looked at existing 
instructions to providers, including 
current regulations, manuals, and other 
guidance. We are proposing to codify 
existing policy regarding PHP patient 
eligibility as we believe it will help 
strengthen the integrity of the PHP 
benefit by conforming our regulations to 
our longstanding policy and making 
available the general program 
requirements in one regulatory section. 
These requirements are currently stated 
in the Medicare Benefit Policy Manual, 
Pub. 100–02, Chapter 6, section 70.3, 
available on the CMS Web site at: 
http://www.cms.hhs.gov/manuals/ 
Downloads/bp102c06.pdf) and in 

Transmittal 10, Change Request 3298, 
dated May 7, 2004, but not codified. The 
regulatory text changes that we are 
proposing are intended to strengthen 
PHP requirements by adding the 
existing patient eligibility conditions to 
the existing PHP regulations, and do not 
reflect a change in policy. Specifically, 
we are proposing to revise 42 CFR 
410.43 to add a reference to current 
regulations at § 424.24(e) that requires 
that PHP services are furnished 
pursuant to a physician certification and 
plan of care. While the requirements at 
§ 424.24(e) are not new, we believe the 
addition of this reference to § 410.43 
will provide a more complete 
description of our expectations for PHP 
programs in § 410.43. 

We also are proposing to revise 42 
CFR 410.43 to add the following patient 
eligibility criteria. We are proposing to 
state that partial hospitalization 
programs are intended for patients 
who— 

(1) Require 20 hours per week of 
therapeutic services; 

(2) Are likely to benefit from a 
coordinated program of services and 
require more than isolated sessions of 
outpatient treatment; 

(3) Do not require 24-hour care; 
(4) Have an adequate support system 

while not actively engaged in the 
program; 

(5) Have a mental health diagnosis; 
(6) Are not judged to be dangerous to 

self or others; and 
(7) Have the cognitive and emotional 

ability to participate in the active 
treatment process and can tolerate the 
intensity of the partial hospitalization 
program. 

We would like to generally note that 
partial hospitalization is the level of 
intervention that falls between inpatient 
hospitalization and episodic treatment 
in the continuum of care for the 
mentally ill. While we require a patient 
to have a mental health diagnosis, we 
caution that the diagnosis in itself is not 
the sole determining factor for coverage. 

Because partial hospitalization is 
provided in lieu of inpatient care, it 
should be a highly structured and 
clinically-intensive program. Our goal is 
to improve the level of service furnished 
in a PHP day, while also ensuring that 
the partial hospitalization benefit is 
being utilized by the appropriate 
population. For example, a PHP 
candidate should be able to tolerate a 
day of PHP and benefit from the intense 
treatment provided in the program. In 
addition, for the program to be fully 
beneficial, a PHP participant should 
have a strong support system outside of 
the PHP program helping to ensure 
success. Moreover, the safety of all PHP 
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patients is extremely important and, 
therefore, all PHP participants should be 
able to live safely in the community, 
and not be a danger to self or others. For 
these reasons, it has been our 
longstanding policy that these criteria 
are vital in determining the patient’s 
eligibility to participate in a PHP and 
believe it necessary to propose to codify 
the above list of basic patient eligibility 
requirements in § 410.43. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66673), we 
reiterated our expectation that hospitals 
and CMHCs will provide a 
comprehensive program consistent with 
the statutory intent. We believe the 
addition of these requirements to the 
regulations helps provide a clear and 
consistent description of our 
expectations for PHP programs and 
would strengthen the integrity of the 
PHP benefit by noting such in the PHP 
regulations. 

3. Proposed Partial Hospitalization 
Coding Update 

As part of our ongoing evaluation of 
partial hospitalization codes, we are 
proposing several coding changes. We 
identified several CPT codes that we 
believe are inappropriate for billing PHP 
claims. Upon further study and after 
consultation with CMS medical 
advisors, we are proposing to eliminate 
use of the following three CPT codes for 
billing PHP claims: 90846 (Family 
psychotherapy (without the patient 
present)), 90849 (Multi-family group 
psychotherapy), and 90899 (Unlisted 
psychiatric service or procedure). While 
these three CPT codes constitute 0.157 
percent of the total PHP claims for CY 
2006, we believe there are similar and 
more appropriate HCPCS codes to use to 
bill for these services. We specifically 
request public comment on our 
proposed elimination of these three CPT 
codes from use in the PHP benefit. 

Our review of the claims data 
associated with CPT code 90846 found 
that this code accounts for 
approximately 0.004 percent of the total 
services billed on PHP claims in CY 
2006. We also believe that CPT code 
90846 is not an appropriate code for the 
PHP benefit, because it excludes the 
beneficiary. Rather, we believe that 
another available PHP code CPT code 

90847 (Family psychotherapy (conjoint 
psychotherapy with patient present)), 
which is currently a billable PHP code, 
is the more appropriate CPT code to use 
to bill for family psychotherapy services 
because it requires the presence of the 
patient as part of the family 
psychotherapy session. 

In addition, our review of the CY 2006 
claims data associated with CPT code 
90849 found that this code accounts for 
approximately 0.058 percent of the total 
services billed on PHP claims in CY 
2006. We also believe that the intended 
use of this code, which is for the 
reporting of multiple family group 
therapy sessions, is not appropriate for 
our use under PHP because PHP care is 
centered on the beneficiary. As stated 
earlier, we believe that CPT code 90847 
is the more appropriate code to use for 
PHP payment of family psychotherapy 
services, because it provides for the 
conduct of individualized family 
psychotherapy with the patient present. 
Therefore, for CY 2009, we are 
proposing to eliminate CPT code 90849 
for use as a PHP code. 

In addition, evaluation of the CY 2006 
claims data found that CPT code 90899 
accounted for approximately 0.095 
percent of total services billed on PHP 
claims. Upon closer examination, we 
found that CPT code 90899 is 
predominantly used to bill for patient 
education services. This is an unlisted 
CPT procedure code and such CPT 
unlisted procedure codes are used to 
report unlisted psychiatric procedures 
that are not accurately described by any 
other, more specific CPT codes. Because 
of our concerns about the type of 
services that may be billed using an 
unlisted CPT code and because a more 
appropriate code is currently available 
that better describes the patient 
education services for which PHP 
payment may be made, we are 
proposing to eliminate PHP payment for 
CPT code 90899 in CY 2009, and are 
proposing to replace CPT code 90899 
with HCPCS code G0177 (Patient 
Education and Training). We further 
note that eliminating unlisted CPT 
procedure codes is consistent with how 
other payment systems currently treat 
such codes, in that more specific coding 
is preferred over general coding. 

In addition, we are proposing to 
eliminate two group therapy CPT codes 
currently used in a PHP setting, 90853 
(Group psychotherapy other than of a 
multiple-family group) and 90857 
(Interactive group psychotherapy), and 
replace them with two new parallel 
timed HCPCS G-codes: GXXX1 (Group 
psychotherapy other than of a multiple- 
family group, in a partial hospitalization 
setting, approximately 45 to 50 minutes) 
and GXXX2 (Interactive group 
psychotherapy, in a partial 
hospitalization setting, approximately 
45 to 50 minutes). As most of the 
current PHP codes already include time 
estimates, we believe in order to 
maintain consistency with the existing 
HCPCS codes used in PHP, the group 
therapy codes should likewise include a 
time descriptor. We believe the time of 
45 to 50 minutes for a group therapy 
session is reasonable as it approximately 
reflects the timing of group sessions in 
current clinical practices. Therefore, we 
are proposing the two new timed 
HCPCS G-codes for PHP group 
therapies: GXXX1 and GXXX2. We note 
that both CPT code 90853 and 90857 
may still be used in a non-PHP setting. 

The table of billable PHP revenue and 
HCPCS codes originally published in 
the April 7, 2000 OPPS final rule with 
comment period (65 FR 18454) was 
updated and published in Transmittal 
1487, Change Request 5999, dated April 
8, 2008, and is currently located in, the 
Medicare Claims Processing Manual, 
Pub. 100–04, Chapter 4, section 260.1, 
which is available on the CMS Web site 
at: http://www.cms.hhs.gov/manuals/ 
downloads/clm104c04.pdf. Table 34 
below displays the revised list of 
billable PHP revenue codes and HCPCS 
codes shown in Transmittal 1487. This 
table also includes the five CPT codes 
that we are proposing to eliminate for 
CY 2009 and the two new HCPCS G- 
codes we are proposing to add for CY 
2009. The five CPT codes that we are 
proposing to eliminate are shown in the 
HCPCS code column with a line struck 
through each code. The two new HCPCS 
G-codes that we are proposing are 
shown in the HCPCS code column, in 
the row with revenue code 0915 (Group 
Therapy). 
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D. Proposed Separate Threshold for 
Outlier Payments to CMHCs 

In the November 7, 2003 final rule 
with comment period (68 FR 63469), we 
indicated that, given the difference in 
PHP charges between hospitals and 
CMHCs, we did not believe it was 
appropriate to make outlier payments to 
CMHCs using the outlier percentage 
target amount and threshold established 
for hospitals. There was a significant 
difference in the amount of outlier 
payments made to hospitals and CMHCs 
for PHP. In addition, further analysis 
indicated that using the same OPPS 
outlier threshold for both hospitals and 
CMHCs did not limit outlier payments 
to high cost cases and resulted in 
excessive outlier payments to CMHCs. 
Therefore, beginning in CY 2004, we 
established a separate outlier threshold 
for CMHCs. For CYs 2004 and 2005, we 
designated a portion of the estimated 2.0 
percent outlier target amount 
specifically for CMHCs, consistent with 
the percentage of projected payments to 
CMHCs under the OPPS in each of those 
years, excluding outlier payments. For 
CY 2006, we set the estimated outlier 
target at 1.0 percent and allocated a 
portion of that 1.0 percent, an amount 
equal to 0.6 percent (or 0.006 percent of 
total OPPS payments), to CMHCs for 
PHP outliers. For CY 2007, we set the 
estimated outlier target at 1.0 percent 
and allocated a portion of that 1.0 
percent, an amount equal to 0.15 
percent of outlier payments (or 0.0015 
percent of total OPPS payments), to 
CMHCs for PHP outliers. For CY 2008, 
we set the estimated outlier target at 1.0 
percent and allocated a portion of that 
1.0 percent, an amount equal to 0.02 
percent of outlier payments (or 0.0002 
percent of total OPPS payments), to 
CMHCs for PHP outliers. The CY 2008 
CMHC outlier threshold is met when the 

cost of furnishing services by a CMHC 
exceeds 3.40 times the PHP APC 
payment amount. The CY 2008 OPPS 
outlier payment percentage is 50 
percent of the amount of costs in excess 
of the threshold. 

The separate outlier threshold for 
CMHCs became effective January 1, 
2004, and has resulted in more 
commensurate outlier payments. In CY 
2004, the separate outlier threshold for 
CMHCs resulted in $1.8 million in 
outlier payments to CMHCs. In CY 2005, 
the separate outlier threshold for 
CMHCs resulted in $0.5 million in 
outlier payments to CMHCs. In contrast, 
in CY 2003, more than $30 million was 
paid to CMHCs in outlier payments. We 
believe this difference in outlier 
payments indicates that the separate 
outlier threshold for CMHCs has been 
successful in keeping outlier payments 
to CMHCs in line with the percentage of 
OPPS payments made to CMHCs. 

As noted in section II.F. of this 
proposed rule, for CY 2009, we are 
proposing to continue our policy of 
setting aside 1.0 percent of the aggregate 
total payments under the OPPS for 
outlier payments. We are proposing that 
a portion of that 1.0 percent, an amount 
equal to 0.07 percent of outlier 
payments (or 0.0007 percent of total 
OPPS payments), would be allocated to 
CMHCs for PHP outliers. As discussed 
in section II.F. of this proposed rule, we 
again are proposing to set a dollar 
threshold in addition to an APC 
multiplier threshold for OPPS outlier 
payments. However, because the PHP 
APC is the only APC for which CMHCs 
may receive payment under the OPPS, 
we would not expect to redirect outlier 
payments by imposing a dollar 
threshold. Therefore, we are not 
proposing to set a dollar threshold for 
CMHC outliers. As noted above, we are 

proposing to set the outlier threshold for 
CMHCs for CY 2009 at 3.40 times the 
APC payment amount and the CY 2009 
outlier payment percentage applicable 
to costs in excess of the threshold at 50 
percent. 

XI. Proposed Procedures That Will Be 
Paid Only as Inpatient Procedures 

A. Background 
Section 1833(t)(1)(B)(i) of the Act 

gives the Secretary broad authority to 
determine the services to be covered 
and paid for under the OPPS. Before 
implementation of the OPPS in August 
2000, Medicare paid reasonable costs for 
services provided in the outpatient 
department. The claims submitted were 
subject to medical review by the fiscal 
intermediaries to determine the 
appropriateness of providing certain 
services in the outpatient setting. We 
did not specify in regulations those 
services that were appropriate to 
provide only in the inpatient setting and 
that, therefore, should be payable only 
when provided in that setting. 

In the April 7, 2000 final rule with 
comment period (65 FR 18455), we 
identified procedures that are typically 
provided only in an inpatient setting 
and, therefore, would not be paid by 
Medicare under the OPPS. These 
procedures comprise what is referred to 
as the ‘‘inpatient list.’’ The inpatient list 
specifies those services that are only 
paid when provided in an inpatient 
setting because of the nature of the 
procedure, the need for at least 24 hours 
of postoperative recovery time or 
monitoring before the patient can be 
safely discharged, or the underlying 
physical condition of the patient. As we 
discussed in that rule and in the 
November 30, 2001 final rule (66 FR 
59856), we may use any of the following 
criteria when reviewing procedures to 
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determine whether or not they should 
be moved from the inpatient list and 
assigned to an APC group for payment 
under the OPPS: 

• Most outpatient departments are 
equipped to provide the services to the 
Medicare population. 

• The simplest procedure described 
by the code may be performed in most 
outpatient departments. 

• The procedure is related to codes 
that we have already removed from the 
inpatient list. 

In the November 1, 2002 final rule 
with comment period (67 FR 66741), we 
added the following criteria for use in 
reviewing procedures to determine 
whether they should be removed from 
the inpatient list and assigned to an 
APC group for payment under the 
OPPS: 

• We have determined that the 
procedure is being performed in 
numerous hospitals on an outpatient 
basis; or 

• We have determined that the 
procedure can be appropriately and 
safely performed in an ASC, and is on 
the list of approved ASC procedures or 
has been proposed by us for addition to 
the ASC list. 

We believe that these additional 
criteria help us to identify procedures 
that are appropriate for removal from 
the inpatient list. 

The list of codes that we are 
proposing to be paid by Medicare in CY 
2009 only as inpatient procedures is 
included as Addendum E to this 
proposed rule. 

B. Proposed Changes to the Inpatient 
List 

For the CY 2009 OPPS, we used the 
same methodology as described in the 
November 15, 2004 final rule with 
comment period (69 FR 65835) to 
identify a subset of procedures currently 
on the inpatient list that are being 
performed a significant amount of the 
time on an outpatient basis. These 
procedures were then clinically 
reviewed for possible removal from the 
inpatient list. We solicited the APC 
Panel’s input at its March 2008 meeting 
on the appropriateness of removing the 
following six CPT codes from the CY 
2009 OPPS inpatient list: 21172 
(Reconstruction superior-lateral orbital 
rim and lower forehead, advancement or 
alteration, with or without grafts 
(includes obtaining autografts)); 21386 
(Open treatment of orbital floor blowout 
fracture; periorbital approach); 21387 
(Open treatment of orbital floor blowout 
fracture; combined approach); 27479 
(Arrest, epiphyseal, any method (e.g., 
epiphysiodesis); combined distal femur, 
proximal tibia and fibula); 54535 

(Orchiectomy, radical, for tumor; with 
abdominal exploration); and 61850 
(Twist drill or burr hole(s) for 
implantation of neurostimulator 
electrodes, cortical). 

In addition to presenting to the APC 
Panel the six candidate procedures that 
we believed could be appropriate for 
removal from the inpatient list for CY 
2009, we also presented utilization data 
for two procedures, specifically CPT 
code 64818 (Sympathectomy, lumbar) 
and CPT code 20660 (Application of 
cranial tongs caliper, or stereotactic 
frame, including removal (separate 
procedure)) that were discussed as 
possible procedures for removal from 
the inpatient list during the March 2007 
APC Panel meeting. At that meeting, the 
APC Panel recommended that we obtain 
additional utilization data for these two 
procedures for its consideration at a 
subsequent meeting. 

Following discussion, the APC Panel 
recommended that CMS remove from 
the inpatient list four of the six 
procedures (presented as candidates for 
removal from the list), specifically CPT 
codes 21172, 21386, 21387, and 27479, 
and one of the two codes for which 
additional utilization data were 
presented, specifically CPT code 20660. 
The APC Panel also recommended that 
CMS seek input from relevant physician 
specialty groups on the removal of two 
of the six procedures (presented to them 
as possible candidates for removal from 
the inpatient list), CPT codes 54535 and 
61850. The APC Panel made no 
recommendation regarding removal of 
CPT code 64818 from the inpatient list 
after review of the additional data 
presented. For CY 2009, we are 
proposing to remove all of the codes 
except for CPT code 64818 from the 
inpatient list that were presented to the 
APC Panel as candidates for removal 
during its March 2008 meeting and, as 
recommended by the APC Panel, are 
specifically soliciting public comment 
on the proposed removal of CPT codes 
54535 and 61850 from the inpatient list. 

In addition to the procedures 
discussed at the APC Panel’s March 
2008 meeting, we also reviewed and are 
proposing to remove three procedures 
from the inpatient list that were 
requested for removal during the 
comment period on the CY 2008 
OPPS/ASC proposed rule. We believe 
that these procedures are appropriate for 
removal from the inpatient list and are 
soliciting public comment on our 
proposal to remove these three 
procedures: CPT codes 27886 
(Amputation, leg, through tibia and 
fibula; reamputation); 43420 (Closure of 
esophagostomy or fistula; cervical 
approach); and 50727 (Revision of 

urinary-cutaneous anastomosis (any 
type urostomy)). 

Furthermore, during the March 2008 
meeting of the APC Panel, a meeting 
attendee requested removal of several 
CPT codes from the inpatient list. That 
verbal request was followed by a letter 
in which the stakeholder requested that 
we remove five other procedures from 
the inpatient list for CY 2009. These 
procedures are: CPT code 50580 (Renal 
endoscopy through nephrotomy or 
pyelotomy, with or without irrigation, 
instillation, or ureteropyelography, 
exclusive of radiologic service; with 
removal of foreign body or calculus); 
CPT code 51845 (Abdomino-vaginal 
vesical neck suspension, with or 
without endoscopic control (e.g., 
Stamey, Raz, modified Pereyra); CPT 
code 51860 (Cystorrhaphy, suture of 
bladder wound, injury or rupture; 
simple); CPT code 54332 (One stage 
proximal penile or penoscrotal 
hypospadias repair requiring extensive 
dissection to correct chordee and 
urethroplasty by use of skin graft tube 
and/or island flap); and CPT code 54336 
(One stage perineal hypospadias repair 
requiring extensive dissection to correct 
chordee and urethroplasty by use of 
skin graft tube and/or island flap). Based 
on our utilization data and clinical 
review, we are proposing to remove one 
of these procedures from the inpatient 
list, specifically CPT code 54332, and 
note that effective January 1, 2008, CPT 
code 50580 was removed from the 
inpatient list and assigned to APC 0161. 

Consistent with our established policy 
for removing procedures from the 
inpatient list, we rely on 
recommendations from the public and 
the APC Panel, combined with our 
utilization data and review by CMS 
medical advisors, to determine which 
procedures are candidates for removal. 
We believe that our policy of proposing 
the procedures for removal and 
soliciting comments from the public, 
which includes physician specialty 
societies, is the most appropriate 
process to receive input from the public 
on this issue. Rather than solicit 
approval from a select group (for 
example, specific physician specialty 
societies), we believe that solicitation of 
comments from all interested parties is 
more consistent with meeting our 
obligation to the public regarding 
outpatient services provided by 
hospitals. Therefore, we are accepting 
both recommendations of the APC Panel 
from its March 2008 meeting regarding 
the inpatient list, including (1) 
proposing to remove the five specific 
procedures the APC Panel 
recommended for removal (CPT codes 
21172, 21386, 21387, 27479, and 20660) 
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and (2) seeking input from relevant 
professional societies regarding our CY 
2009 proposal to remove from the 
inpatient list CPT codes 54535 and 
61850. 

The utilization data and clinical 
review findings for the 11 procedures 
we are proposing to remove from the 
inpatient list for CY 2009 support our 
proposal. Therefore, we are proposing 

that 11 procedures be removed from the 
OPPS inpatient list for CY 2009 and be 
assigned to clinically appropriate APCs, 
as shown in Table 35 below. 

TABLE 35.—PROPOSED HCPCS CODES FOR REMOVAL FROM INPATIENT LIST AND THEIR PROPOSED APC ASSIGNMENTS 
FOR CY 2009 

HCPCS code Long descriptor Proposed 
CY 2009 APC 

Proposed 
CY 2009 

status 
indicator 

20660 ......................... Application of cranial tongs caliper, or stereotactic frame, including removal (separate 
procedure).

0138 T 

21172 ......................... Reconstruction superior-lateral orbital rim and lower forehead, advancement or alter-
ation, with or without grafts (includes obtaining autografts).

0256 T 

21386 ......................... Open treatment of orbital floor blowout fracture; periorbital approach ............................. 0256 T 
21387 ......................... Open treatment of orbital floor blowout fracture; combined approach ............................. 0256 T 
27479 ......................... Arrest, epiphyseal, any method (e.g., epiphysiodesis); combined distal femur proximal 

tibia and fibula.
0050 T 

27886 ......................... Amputation, leg, through tibia and fibula; reamputation ................................................... 0049 T 
43420 ......................... Closure of esophagostomy or fistula; cervical approach .................................................. 0254 T 
50727 ......................... Revision of urinary-cutaneous anastomosis (any type urostomy) .................................... 0165 T 
54332 ......................... One stage proximal penile or penoscrotal hypospadias repair requiring extensive dis-

section to correct chordee and urethroplasty by use of skin graft tube and/or island 
flap.

0181 T 

54535 ......................... Orchiectomy, radical, for tumor; with abdominal exploration ............................................ 0181 T 
61850 ......................... Twist drill or burr hole(s) for implantation of neurostimulator electrodes, cortical ............ 0061 S 

XII. OPPS Nonrecurring Technical and 
Policy Clarifications 

A. Physician Supervision of HOPD 
Services 

1. Background 

The following discussion is a 
restatement and clarification of the 
requirements for physician supervision 
of therapeutic hospital outpatient 
services. We have received many 
questions related to physician 
supervision in hospitals and provider- 
based departments of hospitals in 
response to recent changes to the 
Medicare Benefit Policy Manual, 
Pub.100–2, issued via Transmittal 82, 
Change Request 5496, dated February 8, 
2008. That change request updated the 
Medicare Benefit Policy Manual, 
Chapter 6, sections 20 through 20.6 and 
70.5 to clarify existing OPPS policy. The 
change request incorporated a citation 
and reference language from 42 CFR 
410.27(f) into the text of the manual for 
the first time since the regulatory 
language was finalized in the April 7, 
2000 OPPS final rule with comment 
period (65 FR 18524 through 18526). We 
believe that the updated manual 
language drew renewed attention to the 
longstanding OPPS policy on physician 
supervision. Based on the number and 
scope of the questions raised to us, and 
varying interpretations of the existing 
policy that stakeholders have described, 
we are including this discussion in this 
proposed rule to provide up-to-date 

clarification of the existing policy that 
may resolve some of the questions 
brought to our attention. 

Section 1861(s)(2)(C) of the Act 
authorizes payment for diagnostic 
services, which are furnished to a 
hospital outpatient for the purpose of 
diagnostic study. We have further 
defined the requirements for diagnostic 
services furnished to hospital 
outpatients, including requirements for 
physician supervision of diagnostic 
services, in §§ 410.28 and 410.32. 
Section 410.28(e) states that Medicare 
Part B will make payment for diagnostic 
services furnished at provider-based 
departments of hospitals ‘‘only when 
the diagnostic services are furnished 
under the appropriate level of physician 
supervision specified by CMS in 
accordance with the definitions in 
§§ 410.32(b)(3)(i), (b)(3)(ii), and 
(b)(3)(iii).’’ In addition, in the April 7, 
2000 OPPS final rule with comment 
period (65 FR 18526), we stated that our 
model for the requirement was the 
requirement for physician supervision 
of diagnostic tests payable under the 
MPFS that was set forth in the CY 1998 
MPFS final rule (62 FR 59048) that was 
published in the Federal Register on 
October 31, 1998. We also explained 
with respect to the supervision 
requirements for individual diagnostic 
tests that we intended to instruct 
hospitals and fiscal intermediaries to 
use the MPFS as a guide pending 
issuance of updated requirements. For 

diagnostic services not listed in the 
MPFS, we stated that fiscal 
intermediaries, in consultation with 
their medical directors, would define 
appropriate supervision levels in order 
to determine whether claims for these 
services are reasonable and necessary. 
We have not subsequently issued new 
requirements for the physician 
supervision of diagnostic tests in 
provider-based departments of 
hospitals. Instead, we have continued to 
follow the supervision requirements for 
individual diagnostic tests as listed each 
year in the updates to the MPFS. 

Section 1861(s)(2)(B) of the Act 
authorizes payment for hospital services 
‘‘incident to physicians’ services 
rendered to outpatients.’’ We have 
further defined the requirements for 
outpatient hospital therapeutic services 
and supplies ‘‘incident to’’ a physician’s 
service in § 410.27. More specifically, 
§ 410.27(f) states, ‘‘Services furnished at 
a department of a provider, as defined 
in § 413.65(a)(2) of this subchapter, that 
has provider-based status in relation to 
a hospital under § 413.65 of this 
subchapter, must be under the direct 
supervision of a physician. ‘Direct 
supervision’ means the physician must 
be present and on the premises of the 
location and immediately available to 
furnish assistance and direction 
throughout the performance of the 
procedure. It does not mean that the 
physician must be present in the room 
when the procedure is performed.’’ This 
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language makes no distinction between 
on-campus and off-campus provider- 
based departments. 

However, in the preamble of the April 
7, 2000 OPPS final rule with comment 
period (68 FR 18525), we further 
discussed the requirement for physician 
supervision and the finalization of the 
proposed regulation text. In that 
discussion, we stated that the language 
of § 410.27(f) ‘‘applies to services 
furnished at an entity that is located off 
the campus of a hospital that we 
designate as having provider-based 
status as a department of a hospital in 
accordance with § 413.65.’’ We also 
stated that for services furnished in a 
department of a hospital that is located 
on the campus of a hospital, ‘‘we 
assume the direct supervision 
requirement to be met as we explain in 
section 3112.4(a) of the Intermediary 
Manual.’’ We went on to add that ‘‘we 
assume the physician supervision 
requirement is met on hospital premises 
because staff physicians would always 
be nearby within the hospital.’’ 

Based on questions received recently, 
we are concerned that some 
stakeholders may have misunderstood 
our use of the term ‘‘assume’’ in the 
April 7, 2000 OPPS final rule with 
comment period, believing that our 
statement meant that we do not require 
any supervision in the hospital or in an 
on-campus provider-based department 
for therapeutic OPPS services, or that 
we only require general supervision for 
those services. This is not the case. It is 
our expectation that hospital outpatient 
therapeutic services are provided under 
the direct supervision of physicians in 
the hospital and in all provider-based 
departments of the hospital, specifically 
both on-campus and off-campus 
departments of the hospital. The 
expectation that a physician would 
always be nearby predates the OPPS and 
is related to the statutory authority for 
payment of hospital outpatient 
services—that Medicare makes payment 
for hospital outpatient services 
‘‘incident to’’ the services of physicians 
in the treatment of patients as described 
in section 1861(s)(2)(B) of the Act. 
Longstanding hospital outpatient policy 
language states that, ‘‘the services and 
supplies must be furnished as an 
integral though incidental part of the 
physicians’ professional services in the 
course of treatment of an illness or 
injury.’’ We refer readers to § 410.27(a) 
and to the Medicare Benefit Policy 
Manual, Pub. 100–2, Chapter 6, section 
20.5.1, for further description of 
hospital outpatient services incident to 
a physician’s service. The Medicare 
Benefit Policy Manual also states in 
Chapter 6, section 20.5.1, that services 

and supplies must be furnished on a 
physician’s order and delivered under 
physician supervision. However, the 
manual indicates further that each 
occasion of a service by a nonphysician 
does not need also be the occasion of 
the actual rendition of a personal 
professional service by the physician 
responsible for the care of the patient. 
Nevertheless, as stipulated in that same 
section of the manual ‘‘during any 
course of treatment rendered by 
auxiliary personnel, the physician must 
personally see the patient periodically 
and sufficiently often enough to assess 
the course of treatment and the patient’s 
progress and, where necessary, to 
change the treatment regimen.’’ 

The expectation that a physician 
would always be nearby also dates back 
to a time when inpatient hospital 
services provided in a single hospital 
building represented the majority of 
hospital payments by Medicare. Since 
that time, advances in medical 
technology, changes in the patterns of 
healthcare delivery, and changes in the 
organizational structure of hospitals 
have led to the development of 
extensive hospital campuses, sometimes 
spanning several city blocks, as well as 
off-campus and satellite provider-based 
campuses at different locations. In the 
April 7, 2000 OPPS final rule with 
comment period (65 FR 18525), we 
described the focus of the direct 
physician supervision requirement on 
off-campus provider-based departments. 
We will continue to emphasize the 
physician supervision requirement for 
off-campus provider-based departments. 
However, we note that if there were 
problems with outpatient care in a 
hospital or in an on-campus provider- 
based department where direct 
supervision was not in place (that is, the 
expectation of direct physician 
supervision was not met), we would 
consider that to be a concern. We want 
to ensure that OPPS payment is made 
for high quality hospital outpatient 
services provided to beneficiaries in a 
safe and effective manner and consistent 
with Medicare requirements. 

The definition of direct supervision in 
§ 410.27(f) requires that the physician 
must be present and on the premises of 
the location and immediately available 
to furnish assistance and direction 
throughout the performance of the 
procedure. In the April 7, 2000 OPPS 
final rule with comment period (65 FR 
18525), we define ‘‘on the premises of 
the location’’ by stating ‘‘ * * * a 
physician must be present on the 
premises of the entity accorded status as 
a department of the hospital and 
therefore, immediately available to 
furnish assistance and direction for as 

long as patients are being treated at the 
site.’’ We also stated that this does not 
mean that the physician must be 
physically in the room where a 
procedure or service is furnished. 
Although we have not further defined 
the term ‘‘immediately available’’ for 
this specific context, the lack of timely 
physician response to a problem in the 
HOPD would represent a quality 
concern from our perspective that 
hospitals should consider in structuring 
their provision of services in ways that 
meet the direct physician supervision 
requirement for HOPD services. 

2. Summary 
In summary, direct physician 

supervision is the standard set forth in 
the April 7, 2000 OPPS final rule with 
comment period for supervision of 
hospital outpatient therapeutic services 
covered and paid by Medicare in 
hospitals and provider-based 
departments of hospitals. While we 
have emphasized and will continue to 
emphasize the direct supervision 
requirement for off-campus provider- 
based departments, we are reiterating 
our expectation of direct physician 
supervision of all hospital outpatient 
therapeutic services, regardless of their 
on-campus or off-campus location. 
Appropriate supervision is a key aspect 
of the delivery of safe and high quality 
hospital outpatient services that are 
paid based on the statutory authority of 
the OPPS. 

B. Reporting of Pathology Services for 
Prostate Saturation Biopsy 

Prostate saturation biopsy is a 
technique currently described by 
Category III CPT code 0137T (Biopsy, 
prostate, needle, saturation sampling for 
prostate mapping). Typically this 
service entails obtaining 40 to 80 core 
samples from the prostate under general 
anesthesia. Currently the samples are 
reviewed by a pathologist, and the 
pathology service is reported with CPT 
code 88305 (Level IV—Surgical 
pathology, gross and microscopic 
examination). Since the beginning of the 
OPPS, Medicare has paid for the gross 
and microscopic pathology examination 
of prostate biopsy specimens using CPT 
code 88305. This CPT code has been 
paid separately under the OPPS and 
assigned to APC 0343 (Level III 
Pathology) with status indicator ‘‘X’’ 
since August 2000. For CY 2008, CPT 
code 88305 is assigned to APC 0343 
with a payment rate of approximately 
$33. 

In view of the large number of 
samples that are taken from a single 
body organ during prostate saturation 
biopsy and that must undergo gross and 
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microscopic examination by a 
pathologist, for CY 2009, we are 
proposing to recognize four new more 
specific Level II HCPCS G-codes under 
the OPPS for these pathology services, 
consistent with the CY 2009 proposal 
for the MPFS. The proposed HCPCS 
codes are: GXXX1 (Surgical pathology, 
gross and microscopic examination for 
prostate needle saturation biopsy 
sampling, 1–20 specimens); GXXX2 
(Surgical pathology, gross and 
microscopic examination for prostate 
needle saturation biopsy sampling 21– 
40 specimens); GXXX3 (Surgical 
pathology, gross and microscopic 
examination for prostate needle 
saturation biopsy sampling, 41–60 
specimens); and GXXX4 (Surgical 
pathology, gross and microscopic 
examination for prostate needle 
saturation biopsy sampling, greater than 
60 specimens). We believe the 
descriptors of these proposed HCPCS G- 
codes more specifically reflect the 
characteristics of prostate saturation 
biopsy pathology services so that 
reporting would result in more accurate 

cost data for OPPS ratesetting and, 
ultimately, more appropriate payment. 
CPT code 88305 would continue to be 
recognized under the OPPS for those 
surgical pathology services unrelated to 
prostate needle saturation biopsy 
sampling. Consistent with the proposed 
CY 2009 APC assignment for CPT code 
88305, we are proposing to assign these 
four new HCPCS G-codes to APC 0343, 
with a proposed APC median cost of 
approximately $35. We are specifically 
interested in public comment on the 
appropriateness of recognizing these 
proposed new HCPCS G-codes under 
the OPPS and their proposed APC 
assignments, specifically with regard to 
the expected hospital resources required 
for the preparation of the biopsy 
specimens that would be reported with 
the proposed new HCPCS G-codes and 
the extent to which those resources 
necessary to provide a single unit of 
each proposed new HCPCS G-code 
would differ from the resources required 
to provide a single unit of CPT code 
88305 for a conventional prostate needle 
biopsy specimen. 

XIII. Proposed OPPS Payment Status 
and Comment Indicators 

A. Proposed OPPS Payment Status 
Indicator Definitions 

The OPPS payment status indicators 
(SIs) that we assign to HCPCS codes and 
APCs play an important role in 
determining payment for services under 
the OPPS. They indicate whether a 
service represented by a HCPCS code is 
payable under the OPPS or another 
payment system and also whether 
particular OPPS policies apply to the 
code. Our proposed CY 2009 status 
indicator assignments for APCs and 
HCPCS codes are shown in Addendum 
A and Addendum B, respectively, to 
this proposed rule. We are proposing to 
use the status indicators and definitions 
that are listed in Addendum D1 to this 
proposed rule, which we discuss below 
in greater detail. 

1. Proposed Payment Status Indicators 
To Designate Services That Are Paid 
Under the OPPS 

Indicator Item/code/service OPPS payment status 

G .............. Pass-Through Drugs and Biologicals ......... (1) Paid under OPPS; separate APC payment. 
H ............... Pass-Through Device Categories .............. Separate cost-based pass-through payment; not subject to copayment. 
K ............... (1) Non-Pass-Through Drugs and 

Biologicals.
(1) Paid under OPPS; separate APC payment. 

(2) Therapeutic Radiopharmaceuticals ...... (2) Paid under OPPS; separate APC payment. 
N ............... Items and Services Packaged into APC 

Rates.
Paid under OPPS; payment is packaged into payment for other services. Therefore, 

there is no separate APC payment. 
P ............... Partial Hospitalization ................................. Paid under OPPS; per diem APC payment. 
Q1 ............ STVX-Packaged Codes .............................. Paid under OPPS; Addendum B displays APC assignments when services are sepa-

rately payable. 
(1) Packaged APC payment if billed on the same date of service as a HCPCS code 

assigned status indicator ‘‘S,’’ ‘‘T,’’ ‘‘V,’’ or ‘‘X.’’ 
(2) In all other circumstances, payment is made through a separate APC payment. 

Q2 ............ T-Packaged Codes ..................................... Paid under OPPS; Addendum B displays APC assignments when services are sepa-
rately payable. 
(1) Packaged APC payment if billed on the same date of service as a HCPCS code 

assigned status indicator ‘‘T.’’ 
(2) In all other circumstances, payment is made through a separate APC payment. 

Q3 ............ Codes that may be paid through a com-
posite APC.

Paid under OPPS; Addendum B displays APC assignments when services are sepa-
rately payable. Addendum M displays composite APC assignments when codes are 
paid through a composite APC. 
(1) Composite APC payment based on OPPS composite-specific payment criteria. 

Payment is packaged into a single payment for specific combinations of service. 
(2) In all other circumstances, payment is made through a separate APC payment 

or packaged into payment for other services. 
R ............... Blood and Blood Products .......................... Paid under OPPS; separate APC payment. 
S ............... Significant Procedure, Not Discounted 

when Multiple.
Paid under OPPS; separate APC payment. 

T ............... Significant Procedure, Multiple Reduction 
Applies.

Paid under OPPS; separate APC payment. 

U ............... Brachytherapy Sources .............................. Paid under OPPS; separate APC payment. 
V ............... Clinic or Emergency Department Visit ....... Paid under OPPS; separate APC payment. 
X ............... Ancillary Services ....................................... Paid under OPPS; separate APC payment. 

For CY 2009, we are proposing to 
replace current status indicator ‘‘Q’’ 
with three new separate status 
indicators: ‘‘Q1,’’ ‘‘Q2,’’ and ‘‘Q3.’’ We 
are proposing that status indicator ‘‘Q1’’ 

would be assigned to all ‘‘STVX- 
packaged codes;’’ status indicator ‘‘Q2’’ 
would be assigned to all ‘‘T-packaged 
codes;’’ and status indicator ‘‘Q3’’ 
would be assigned to all codes that may 

be paid through a composite APC based 
on composite-specific criteria or 
separately through single code APCs 
when the criteria are not met. We note 
that a commenter to the CY 2008 OPPS/ 
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ASC proposed rule requested that we 
assign a distinct status indicator to 
services that may be subject to a 
composite APC methodology because 
the commenter believed that the 
composite payment policy differed 
significantly from the policies for 
payment of ‘‘T-packaged’’ and ‘‘STVX- 
packaged codes’’ (72 FR 66824). 
Therefore, we believe that this proposed 
change to establish new status 
indicators ‘‘Q1,’’ ‘‘Q2,’’ and ‘‘Q3’’ would 
make our policies more transparent to 
hospitals and would facilitate the use of 
status indicator-driven logic in our 
ratesetting calculations, and in hospital 
billing and accounting systems. 

For CY 2009, we are proposing to use 
new payment status indicator ‘‘R’’ for all 
blood and blood product APCs and to 
use new payment status indicator ‘‘U’’ 
for all brachytherapy source APCs. 

Nonpass-through drugs and biologicals 
which do not require a conversion factor 
to calculate their payment rates would 
continue to be assigned status indicator 
‘‘K.’’ We are proposing to create these 
new status indicators for blood and 
blood products and for brachytherapy 
sources to facilitate implementation of 
the reduced market basket conversion 
factor that would apply to payments to 
hospitals that are required to report 
quality data but that fail to meet the 
established quality reporting standards. 

This is necessary because we are 
proposing to continue our final CY 2008 
policies of setting prospective payment 
rates for brachytherapy sources and 
blood and blood products calculated as 
the product of scaled relative weights 
and the conversion factor and, therefore, 
blood and blood products and 
brachytherapy sources, but no other 

services that are currently assigned 
status indicator ‘‘K’’ would be subject to 
the reduced conversion factor. We refer 
readers to section XVI. of this proposed 
rule for discussion of the requirements 
of the hospital outpatient quality data 
reporting program and the reduced 
market basket conversion factor that 
would apply to payment for specific 
services when hospitals for which 
reporting is required fail to meet the 
reporting standards. 

2. Proposed Payment Status Indicators 
To Designate Services That Are Paid 
Under a Payment System Other Than 
the OPPS 

We are proposing no changes to the 
status indicators as listed below for the 
CY 2009 OPPS. 

Indicator Item/code/service OPPS payment status 

A .................................... Services furnished to a hospital outpatient that are paid 
under a fee schedule or payment system other than 
OPPS, for example: 

• Ambulance Services 

Not paid under OPPS. Paid by fiscal intermediaries/MACs 
under a fee schedule or payment system other than 
OPPS. 

• Clinical Diagnostic Laboratory Services Not subject to deductible or coinsurance. 
• Non-Implantable Prosthetic and Orthotic Devices 
• EPO for ESRD Patients 
• Physical, Occupational, and Speech Therapy 
• Routine Dialysis Services for ESRD Patients Provided 

in a Certified Dialysis Unit of a Hospital 
• Diagnostic Mammography 
• Screening Mammography. Not subject to deductible. 

C ................................... Inpatient Procedures ........................................................... Not paid under OPPS. Admit patient. Bill as inpatient. 
F .................................... Corneal Tissue Acquisition; Certain CRNA Services; and 

Hepatitis B Vaccines.
Not paid under OPPS. Paid at reasonable cost. 

L .................................... Influenza Vaccine; Pneumococcal Pneumonia Vaccine .... Not paid under OPPS. Paid at reasonable cost; not sub-
ject to deductible or coinsurance. 

M ................................... Items and Services Not Billable to the Fiscal Intermediary/ 
MAC.

Not paid under OPPS. 

Y .................................... Non-Implantable Durable Medical Equipment .................... Not paid under OPPS. All institutional providers other 
than home health agencies bill to DMERC. 

3. Proposed Payment Status Indicators 
To Designate Services That Are Not 
Recognized Under the OPPS But That 
May Be Recognized by Other 
Institutional Providers 

We are proposing no changes to the 
status indicators as listed below for the 
CY 2009 OPPS. 

Indicator Item/code/service OPPS payment status 

B .................................... Codes that are not recognized by OPPS when submitted 
on an outpatient hospital Part B bill type (12x and13x).

Not paid under OPPS. 
• May be paid by fiscal intermediaries/MACs when sub-

mitted on a different bill type, for example, 75x (CORF), 
but not paid under OPPS. 

• An alternate code that is recognized by OPPS when 
submitted on an outpatient hospital Part B bill type (12x 
and 13x) may be available. 
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4. Proposed Payment Status Indicators 
To Designate Services That Are Not 
Payable by Medicare 

We are proposing no changes to the 
status indicators as listed below for the 
CY 2009 OPPS. 

Indicator Item/code/service OPPS payment status 

D ................................... Discontinued Codes ............................................................ Not paid under OPPS or any other Medicare payment 
system. 

E .................................... Items, Codes, and Services: 
• That are not covered by Medicare based on statutory 

exclusion 

Not paid under OPPS or any other Medicare payment 
system. 

• That are not covered by Medicare for reasons other 
than statutory exclusion 

• That are not recognized by Medicare but for which an 
alternate code for the same item or service may be 
available 

• For which separate payment is not provided by Medi-
care. 

To address providers’ broader 
interests and to make the published 
Addendum B more convenient for 
public use, we are displaying in 
Addendum B to this proposed rule all 
active HCPCS codes for CY 2009 that 
describe items and services that are: (1) 
Payable under the OPPS; (2) paid under 
a payment system other than the OPPS; 
(3) not recognized under the OPPS but 
that may be recognized by other 
institutional providers; and (4) not 
payable by Medicare. The universe of 
CY 2009 status indicators that we are 
proposing for these items and services 
are listed in the tables above. 

Addendum B, with a complete listing 
of HCPCS codes that includes their 
proposed payment status indicators and 
proposed APC assignments for CY 2009, 
is available electronically on the CMS 
Web site under supporting 
documentation for this proposed rule at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/HORD/ 
list.asp#TopOfPage. 

B. Proposed Comment Indicator 
Definitions 

For the CY 2009 OPPS, we are 
proposing to continue use of the two 
comment indicators that are in effect for 
the CY 2008 OPPS. These two comment 
indicators are listed below. 

• ‘‘CH’’—Active HCPCS codes in 
current and next calendar year; status 
indicator and/or APC assignment have 
changed or active HCPCS code that will 
be discontinued at the end of the 
current calendar year. 

• ‘‘NI’’—New code, interim APC 
assignment; Comments will be accepted 
on the interim APC assignment for the 
new code. 

We are proposing to use the ‘‘CH’’ 
indicator in the CY 2009 OPPS/ASC 

final rule with comment period to 
indicate HCPCS codes for which the 
status indicator or APC assignments, or 
both, would change in CY 2009 
compared to their assignment as of 
December 31, 2008. 

We are using the ‘‘CH’’ indicator in 
this proposed rule to call attention to 
proposed changes in the payment status 
indicator and/or APC assignment for 
HCPCS codes for CY 2009. In this 
proposed rule, the ‘‘CH’’ indicator is 
appended to HCPCS codes for which we 
are proposing changes in the payment 
status indicator and/or APC assignment 
for CY 2009 compared to their 
assignment as of June 30, 2008. We 
believe that using the ‘‘CH’’ indicator in 
this proposed rule would facilitate the 
public’s review of the changes that we 
are proposing to make final in CY 2009. 
The use of the comment indicator ‘‘CH’’ 
in association with a composite APC 
indicates that the configuration of the 
composite APC is proposed for change 
in this proposed rule. 

‘‘STVX-packaged codes,’’ ‘‘T- 
packaged codes,’’ and other HCPCS 
codes that could be paid through a 
composite APC with proposed CY 2009 
changes in status indicator assignments 
from ‘‘Q’’ to ‘‘Q1,’’ from ‘‘Q’’ to ‘‘Q2,’’ 
and from ‘‘Q’’ to Q3,’’ as well as HCPCS 
codes for blood and blood products and 
for brachytherapy sources with 
proposed CY 2009 changes in status 
indicator assignments from ‘‘K’’ to ‘‘R’’ 
and from ‘‘K’’ to ‘‘U,’’ respectively, are 
not flagged with comment indicator 
‘‘CH’’ in Addendum B to this proposed 
rule. These proposed changes in status 
indicators are to facilitate policy 
transparency and operational logic 
rather than to reflect changes in OPPS 
payment policy for these services, so we 
believe that identifying these HCPCS 

codes with ‘‘CH’’ could be confusing to 
the public. 

We are proposing to continue our 
policy of using comment indicator ‘‘NI’’ 
in the OPPS/ASC final rule with 
comment period. We are proposing that 
only HCPCS codes with comment 
indicator ‘‘NI’’ in the CY 2009 OPPS/ 
ASC final rule with comment period 
would be subject to comment at that 
time. We are proposing that HCPCS 
codes that do not appear with comment 
indicator ‘‘NI’’ in the CY 2009 OPPS/ 
ASC final rule with comment period 
would not be open to public comment, 
unless we specifically request 
additional comments at that time. The 
disposition of HCPCS codes that appear 
in the CY 2009 OPPS/ASC final rule 
with comment period to which 
comment indicator ‘‘NI’’ is not 
appended will have been open to public 
comment as a result of this proposed 
rule. 

The two comment indicators that we 
are proposing to continue using in CY 
2009 and their definitions are listed in 
Addendum D2 to this proposed rule. 

XIV. OPPS Policy and Payment 
Recommendations 

A. Medicare Payment Advisory 
Commission (MedPAC) 
Recommendations 

MedPAC was established under 
section 1805 of the Act to advise the 
U.S. Congress on issues affecting the 
Medicare program. As required under 
the statute, MedPAC submits reports to 
Congress not later than March and June 
of each year that present its Medicare 
payment policy recommendations. The 
following section describes recent 
recommendations relevant to the OPPS 
that have been made by MedPAC. 
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1. March 2008 Report 

The March 2008 MedPAC ‘‘Report to 
Congress: Medicare Payment Policy’’ 
included the following recommendation 
relating specifically to the Medicare 
hospital OPPS: 

Recommendation 2A–1: The Congress 
should increase payment rates for the 
acute inpatient and outpatient 
prospective payment systems in 2009 by 
the projected rate of increase in the 
hospital market basket index, 
concurrent with implementation of a 
quality incentive payment program. 

CMS Response: We are proposing to 
increase payment rates for the CY 2009 
OPPS by the projected rate of increase 
in the hospital market basket through 
adjustment of the full CY 2009 
conversion factor. Simultaneously, we 
are proposing to implement, effective 
for CY 2009, the reduction in the annual 
update factor by 2.0 percentage points 
for hospitals that are defined under 
section 1886(d)(1)(B) of the Act and that 
do not meet the hospital outpatient 
quality data reporting required by 
section 1833(t)(17) of the Act, as added 
by section 109(a) of the MIEA–TRHCA. 
Specifically, we are proposing to 
calculate two conversion factors, a full 
conversion factor based on the full 
hospital market basket increase and a 
reduced conversion factor that reflects 
the 2.0 percentage point reduction to the 
market basket. Our proposed update of 
the conversion factor and our proposed 
adoption and implementation of the 
reduced conversion factor that would 
apply to hospitals that fail their quality 
reporting requirements for the CY 2009 
OPPS are discussed in detail in section 
XVI.D.2. of this proposed rule. 

This full MedPAC report can be 
downloaded from MedPAC’s Web site 
at: http://www.medpac.gov/documents/ 
Mar08_EntireReport.pdf. 

2. June 2007 Report 

In its June 2007 ‘‘Report to the 
Congress: Promoting Greater Efficiency 
in Medicare,’’ MedPAC included 
analysis and recommendations on 
alternatives to the current method for 
computing the IPPS wage index for FY 
2009. (We refer readers to Chapter 6 of 
the June 2007 MedPAC report to 
Congress.) In accordance with our 
established policy, under the OPPS we 
adopt the IPPS wage indices to adjust 
the OPPS standard payment amounts for 
labor market differences. Therefore, 
MedPAC’s analysis and 
recommendations have implications for 
the CY 2009 OPPS. We have considered 
MedPAC’s recommendations and 
analysis in making a proposal to revise 
the IPPS wage indices in the FY 2009 

IPPS proposed rule (73 FR 23617 
through 23623), as required by section 
106(b)(2) of the MIEA–TRHCA. We 
discuss our proposed application of 
changes to the IPPS wage index for the 
CY 2009 OPPS in section II.C. of this 
proposed rule. 

This full MedPAC report can be 
downloaded from MedPAC’s Web site at 
http://www.medpac.gov/document/ 
Jun07_EntireReport.pdf. 

B. APC Panel Recommendations 
Recommendations made by the APC 

Panel at its March 2008 meeting are 
discussed in sections of this proposed 
rule that correspond to topics addressed 
by the APC Panel. The report and 
recommendations from the APC Panel’s 
March 5–6, 2008 meeting are available 
on the CMS Web site at: http:// 
www.cms.hhs.gov/FACA/
05_AdvisoryPanel
onAmbulatoryPayment
ClassificationGroups.asp. 

C. OIG Recommendations 
The mission of the OIG, as mandated 

by Public Law 95–452, as amended, is 
to protect the integrity of the U.S. 
Department of Health and Human 
Services (HHS) programs, as well as the 
health and welfare of beneficiaries 
served by those programs. This statutory 
mission is carried out through a 
nationwide network of audits, 
investigations, and inspections. In June 
2007 the OIG released a report, entitled 
‘‘Impact of Not Retroactively Adjusting 
Outpatient Outlier Payments,’’ that 
described the OIG’s research into 
sources of error in CMHC outlier 
payments. The OIG report included the 
following two recommendations relating 
specifically to the hospital OPPS under 
which payment is made for outpatient 
services provided by CMHCs. 

Recommendation 1: The OIG 
recommended that CMS require 
adjustments of outpatient outlier 
payments at final cost report settlement, 
retroactive to the beginning of the cost 
report period. 

CMS Response: We have been 
proactive in addressing this issue for 
partial hospitalization prospective 
payment by designating a unique outlier 
threshold for CMHCs beginning in CY 
2004. As discussed in the CY 2007 
OPPS/ASC final rule with comment 
period (71 FR 68002 through 68003), 
differences in total CMHC outlier 
payments between CY 2004 and CY 
2005 demonstrate that designating a 
separate threshold has successfully 
restrained CMHC outlier payments. 
Moreover, until the CY 2005 
implementation of a fixed dollar outlier 
threshold for most other hospital 

outpatient services that concentrates 
outlier payments on costly and complex 
services, we did not believe it would be 
cost-effective to pursue adjustments of 
outlier payments for all of the OPPS. 
However, in addition to the unique 
outlier threshold for CMHCs that we 
have recently adopted to address 
excessive CMHC outlier payments, we 
are proposing to provide for 
reconciliation of outlier payments under 
the OPPS at final cost report settlement 
as recommended by the OIG, beginning 
in CY 2009. We discuss our rationale for 
proposing to reconcile outlier payments 
in more detail in section II.F. of this 
proposed rule. 

Recommendation 2: The OIG 
recommended that CMS require 
retroactive adjustments of outpatient 
outlier payments when an error caused 
by the fiscal intermediary or provider is 
identified after the cost report is settled. 

CMS Response: We note that the 
OIG’s findings were based largely on 
information from the OPPS’ early 
implementation period, between CY 
2000 and CY 2003. We believe we have 
taken several steps since that time in 
order to improve the accuracy and 
frequency of the Medicare contractors’ 
CCR calculations, including updating 
our instructions, increasing the 
frequency of calculation, and 
conducting an annual review of CMHC 
CCRs. However, in light of this OIG 
recommendation, for the CY 2009 OPPS 
we are also proposing to provide for 
reconciliation of outlier payments under 
the OPPS. We discuss our rationale for 
proposing to reconcile outlier payments 
in more detail in section II.F. of this 
proposed rule. 

XV. Proposed Update of the Revised 
Ambulatory Surgical Center Payment 
System 

A. Background 

1. Legislative Authority for the ASC 
Payment System 

Section 1832(a)(2)(F)(i) of the Act 
provides that benefits under Medicare 
Part B include payment for facility 
services furnished in connection with 
surgical procedures specified by the 
Secretary that are performed in an ASC. 
To participate in the Medicare program 
as an ASC, a facility must meet the 
standards specified in section 
1832(a)(2)(F)(i) of the Act, which are set 
forth in 42 CFR part 416, subpart B and 
subpart C of our regulations. The 
regulations at 42 CFR part 416, subpart 
B describe the general conditions and 
requirements for ASCs, and the 
regulations at subpart C explain the 
specific conditions for coverage for 
ASCs. 
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Section 141(b) of the Social Security 
Act Amendments of 1994, Public Law 
103–432, requires us to establish a 
process for reviewing the 
appropriateness of the payment amount 
provided under section 1833(i)(2)(A)(iii) 
of the Act for intraocular lenses (IOLs) 
that belong to a class of new technology 
intraocular lenses (NTIOLs). That 
process was the subject of a separate 
final rule entitled ‘‘Adjustment in 
Payment Amounts for New Technology 
Intraocular Lenses Furnished by 
Ambulatory Surgical Centers,’’ 
published on June 16, 1999, in the 
Federal Register (64 FR 32198). 

Section 626(b) of the Medicare 
Prescription Drug, Improvement, and 
Modernization Act of 2003 (MMA), 
Public Law 108–173, added section 
1833(i)(2)(D) to the Act, which required 
the Secretary to implement a revised 
ASC payment system to be effective not 
later than January 1, 2008. Section 
626(c) of the MMA amended section 
1833(a)(1) of the Act to require that, 
beginning with implementation of the 
revised ASC payment system, payment 
for surgical procedures furnished in 
ASCs shall be 80 percent of the lesser 
of the actual charge for the services or 
the amount determined by the Secretary 
under the revised payment system. 

Section 5103 of the Deficit Reduction 
Act of 2005 (DRA), Public Law 109–171, 
amended section 1833(i)(2) of the Act by 
adding a new subparagraph (E) to place 
a limitation on payment amounts for 
surgical procedures in ASCs. Section 
1833(i)(2)(E) of the Act provides that if 
the standard overhead amount under 
section 1833(i)(2)(A) of the Act for an 
ASC facility service for such surgical 
procedures, without application of any 
geographic adjustment, exceeds the 
Medicare payment amount under the 
hospital OPPS for the service for that 
year, without application of any 
geographic adjustment, the Secretary 
shall substitute the OPPS payment 
amount for the ASC standard overhead 
amount. This provision applied to 
surgical procedures furnished in ASCs 
on or after January 1, 2007, but before 
the effective date of the revised ASC 
payment system (that is, January 1, 
2008). Section 109(b) of the Medicare 
Improvements and Extension Act of 
2006 of the Tax Relief and Health Care 
Act of 2006 (MIEA–TRHCA), Public 
Law 109–432, amended section 1833(i) 
of the Act, in part, by adding a new 
clause (iv) to paragraph (2)(D) and by 
also adding paragraph (7)(A), which 
authorize the Secretary to require ASCs 
to submit data on quality measures and 
to reduce the annual update by 2 
percentage points for an ASC that fails 
to submit data as required by the 

Secretary on selected quality measures. 
Section 109(b) of the MIEA–TRHCA also 
amended section 1833(i) of the Act by 
adding new paragraph (7)(B), which 
requires that certain quality of care 
reporting requirements mandated for 
hospitals paid under the OPPS, 
according to section 109(a) of the 
MIEA–TRHCA, be applied in a similar 
manner to ASCs unless otherwise 
specified by the Secretary. 

For a detailed discussion of the 
legislative history related to ASCs, we 
refer readers to the June 12, 1998 
proposed rule (63 FR 32291 through 
32292). 

2. Prior Rulemaking 

On August 2, 2007, we published in 
the Federal Register (72 FR 42470) the 
final rule for the revised ASC payment 
system, effective January 1, 2008. We 
revised our criteria for identifying 
surgical procedures that are eligible for 
Medicare payment when furnished in 
ASCs and adopted the method we 
would use to set payment rates for ASC 
covered surgical procedures and 
covered ancillary services furnished in 
association with those covered surgical 
procedures beginning in CY 2008. In 
that final rule, we also established a 
policy for updating on an annual 
calendar year basis the ASC conversion 
factor, the relative payment weights and 
APC assignments, the ASC payment 
rates, and the list of procedures for 
which Medicare would not make an 
ASC payment. We also established a 
policy for treating new and revised 
HCPCS and CPT codes under the ASC 
payment system. This policy is 
consistent with the OPPS to the extent 
possible (72 FR 42533). 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66827), we 
updated and finalized the CY 2008 ASC 
rates and lists of covered surgical 
procedures and covered ancillary 
services. We also made regulatory 
changes to 42 CFR parts 411, 414, and 
416 related to our final policies to 
provide payments to physicians who 
perform noncovered ASC procedures in 
ASCs based on the facility practice 
expense (PE) relative value units 
(RVUs), to exclude covered ancillary 
radiology services and covered ancillary 
drugs and biologicals from the 
categories of designated health services 
(DHS) that are subject to the physician 
self-referral prohibition, and to reduce 
ASC payments for surgical procedures 
when the ASC receives full or partial 
credit toward the cost of the implantable 
device. 

3. Policies Governing Changes to the 
Lists of Codes and Payment Rates for 
ASC Covered Surgical Procedures and 
Covered Ancillary Services 

The August 2, 2007, final rule 
established our policies for determining 
which procedures are ASC covered 
surgical procedures and covered 
ancillary services. Under §§ 416.2 and 
416.166, subject to certain exclusions, 
covered surgical procedures are surgical 
procedures that are separately paid 
under the OPPS, that would not be 
expected to pose a significant risk to 
beneficiary safety when performed in an 
ASC, and that would not be expected to 
require an overnight stay. We defined 
surgical procedures as those described 
by Category I CPT codes in the surgical 
range from 10000 through 69999, as 
well as those Category III CPT codes and 
Level II HCPCS codes that crosswalk or 
are clinically similar to ASC covered 
surgical procedures (72 FR 42478). 

In the August 2, 2007, final rule, we 
also established our policy to make 
separate ASC payments for the 
following ancillary services, for which 
separate payment is made under the 
OPPS, when they are provided integral 
to ASC covered surgical procedures: 
Brachytherapy sources; certain 
implantable items that have pass- 
through status under the OPPS; certain 
items and services that we designate as 
contractor-priced, including, but not 
limited to, procurement of corneal 
tissue; certain drugs and biologicals; 
and certain radiology services. These 
covered ancillary services are specified 
in § 416.164(b) and are eligible for 
separate ASC payment (72 FR 42495). 
Payment for ancillary services that are 
not paid separately under the ASC 
payment system is packaged into the 
ASC payment for the covered surgical 
procedure. 

The full CY 2008 lists of ASC covered 
surgical procedures and covered 
ancillary services are included in 
Addendum AA and BB, respectively, to 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66945 through 
66993 and 67165 through 67188). 

We update the lists of, and payment 
rates for, covered surgical procedures 
and covered ancillary services, in 
conjunction with the annual proposed 
and final rulemaking process to update 
the OPPS and ASC payment system 
(§ 416.173; 72 FR 42535). In addition, 
because we base ASC payment policies 
for covered surgical procedures, drugs, 
biologicals, and certain other covered 
ancillary services on the OPPS payment 
policies, we also provide quarterly 
updates for ASC services throughout the 
year (January, April, July, and October), 
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just as we do for the OPPS. The updates 
are to implement newly created Level II 
HCPCS codes and Category III CPT 
codes for ASC payment and to update 
the payment rates for separately paid 
drugs and biologicals based on the most 
recently submitted ASP data. 

In our annual updates to the ASC list 
of, and payment rates for, covered 
surgical procedures and covered 
ancillary services we undertake a review 
of excluded surgical procedures, new 
procedures, and procedures for which 
there is revised coding, to identify any 
that we believe meet the criteria for 
designation as ASC covered surgical 
procedures or covered ancillary 
services. Updating the lists of covered 
surgical procedures and covered 
ancillary services, as well as their 
payment rates, in association with the 
annual OPPS rulemaking cycle is 
particularly important because the 
OPPS relative payment weights and, in 
some cases, payment rates, are used as 
the basis for the payment of covered 
surgical procedures and covered 
ancillary services under the revised ASC 
payment system. This joint update 
process ensures that the ASC updates 
occur in a regular, predictable, and 
timely manner. 

B. Proposed Treatment of New Codes 

1. Proposed Treatment of New Category 
I and III CPT Codes and Level II HCPCS 
Codes 

We finalized a policy in the August 2, 
2007, final rule to evaluate each year all 
new Category I and Category III CPT 
codes and Level II HCPCS codes that 
describe surgical procedures to make 
preliminary determinations in the 

annual OPPS/ASC final rule with 
comment period regarding whether or 
not they meet the criteria for payment 
in the ASC setting and, if so, whether 
they are office-based procedures (72 FR 
42533). In addition, we identify new 
codes as ASC covered ancillary services 
based upon the final payment policies 
of the revised ASC payment system. 
New HCPCS codes that are released in 
the summer through the fall of each 
year, to be effective January 1, are 
included in the final rule updating the 
ASC payment system for the following 
calendar year. These new codes are 
flagged with comment indicator ‘‘NI’’ in 
Addenda AA and BB to the OPPS/ASC 
final rule with comment period to 
indicate that we are assigning them an 
interim status which is subject to public 
comment on that final rule. These 
interim determinations must be made in 
the OPPS/ASC final rule with comment 
period because, in general, the new 
HCPCS codes and their descriptors for 
the upcoming calendar year are not 
available at the time of development of 
the OPPS/ASC proposed rule. The 
interim payment indicators assigned to 
the new codes under the revised ASC 
payment system are subject to comment 
in that final rule. We will respond to 
those comments in the OPPS/ASC 
update final rule with comment period 
for the following calendar year. We are 
proposing to continue this recognition 
process for CY 2009. 

In addition, we are proposing to 
continue our policy of implementing 
through the ASC quarterly update 
process new mid-year CPT codes, 
generally Category III CPT codes, that 
the AMA releases in January to become 

effective the following July. Therefore, 
we are proposing to include in Addenda 
AA or BB, as appropriate, to the CY 
2009 OPPS/ASC final rule with 
comment period the new Category III 
CPT codes released in January 2008 for 
implementation on July 1, 2008 
(through the ASC quarterly update 
process), that we identify as ASC 
covered services. Similarly, we are 
proposing to include in Addenda AA 
and BB to that final rule any new 
Category III CPT codes that the AMA 
releases in July 2008 to be effective on 
January 1, 2009, that we identify as ASC 
covered services. However, only those 
new Category III CPT codes 
implemented effective January 1, 2009, 
will be designated by comment 
indicator ‘‘NI’’ in the Addenda to the CY 
2009 OPPS/ASC final rule with 
comment period, to indicate that we 
have assigned them an interim payment 
status which is subject to public 
comment. The Category III CPT codes 
implemented in July 2008 for ASC 
payment, which appear in Table 36 
below, are subject to comment through 
this proposed rule, and we are 
proposing to finalize their payment 
indicators in the CY 2009 OPPS/ASC 
final rule with comment period. We are 
proposing to assign payment indicator 
‘‘G2’’ (Non office-based surgical 
procedure added in CY 2008 or later; 
payment based on OPPS relative 
payment weight) to each of these three 
new codes. Because of the timing of this 
proposed rule, these codes are not listed 
in Addendum AA to this proposed rule 
although they will be included in 
Addendum AA to the CY 2009 OPPS/ 
ASC final rule with comment period. 

TABLE 36.—NEW CATEGORY III CPT CODES IMPLEMENTED IN JULY 2008 FOR ASC PAYMENT 

HCPCS code Long descriptor 
Proposed CY 2009 

ASC payment 
indicator 

Proposed CY 
2009 ASC 
payment 

0190T ........................ Placement of intraocular radiation source applicator ................................................ G2 ........................... $890.60 
0191T ........................ Insertion of anterior segment aqueous drainage device, without extraocular res-

ervoir; internal approach.
G2 ........................... 968.22 

0192T ........................ Insertion of anterior segment aqueous drainage device, without extraocular res-
ervoir; external approach.

G2 ........................... 968.22 

2. Proposed Treatment of New Level II 
HCPCS Codes Implemented in April 
and July 2008 

New Level II HCPCS codes may 
describe covered surgical procedures or 
covered ancillary services. All new 
Level II HCPCS codes implemented in 
April and July 2008 for ASCs describe 
covered ancillary services. During the 
second quarter of CY 2008, we added to 
the list of covered ancillary services a 

total of four new Level II HCPCS codes 
for drugs and biologicals because they 
are eligible for separate payment under 
the OPPS. Those HCPCS codes are: 
C9241 (Injection, doripenem, 10 mg); 
Q4096 (Injection, von willebrand factor 
complex, human, ristocetin cofactor (not 
otherwise specified), per i.u. 
VWF.RCO); Q4097 (Injection, immune 
globulin (Privigen), intravenous, non- 
lyophilized ((e.g., liquid), 500 mg); and 
Q4098 (Injection, iron dextran, 50 mg). 

Similarly, for the third quarter of CY 
2008, we added a total of four new Level 
II HCPCS codes to the list of ASC 
covered ancillary services for drugs and 
biologicals because they are eligible for 
separate payment under the OPPS. 
Those HCPCS codes are: C9242 
(Injection, fosaprepitant, 1 mg); C9356 
(Tendon, porous matrix of cross-linked 
collagen and glycosaminoglycan matrix 
((TenoGlide Tendon Protector Sheet), 
per square centimeter); C9357 (Dermal 
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substitute, granulated cross-linked 
collagen and glycosaminoglycan matrix 
((Flowable Wound Matrix), 1 cc); and 
C9358 (Dermal substitute, native, non- 
denatured collagen ((SurgiMend 
Collagen Matrix), per 0.5 square 
centimeters). We assigned the payment 
indicator ‘‘K2’’ (Drugs and biologicals 
paid separately when provided integral 
to a surgical procedure on ASC list; 
payment based on OPPS rate) for all of 
these new Level II HCPCS codes and 
added them to the list of covered 
ancillary services either through the 
April update (Transmittal 1488, Change 
Request 5994, dated April 9, 2008) or 

the July update of the CY 2008 ASC 
payment system. In this CY 2009 OPPS/ 
ASC proposed rule, we are soliciting 
public comment on the proposed ASC 
payment indicators and payment rates 
for these codes, as listed in Tables 37 
and 38. The codes listed in Table 37 
also are included in Addendum BB of 
this proposed rule. These HCPCS codes 
are paid in ASCs beginning in April and 
July 2008, respectively, based on the 
ASC rates posted for the appropriate 
calendar quarter on the CMS Web site 
at: http://www.cms.hhs.gov/ 
ASCPayment/. However, because of the 
timing of this proposed rule, the codes 

implemented by the July 2008 ASC 
update and their proposed CY 2009 
payment rates (based on July 2008 ASP 
data) that are displayed in Table 38 are 
not included in Addendum BB to this 
proposed rule. We are proposing to 
include the new HCPCS codes 
displayed in Tables 37 and 38 and, for 
the codes in Table 37, in Addendum BB 
to the list of covered ancillary services 
and to incorporate all of them into 
Addendum BB to our final rule with 
comment period for CY 2009, consistent 
with our annual update policy. 

TABLE 37.—NEW LEVEL II HCPCS CODES IMPLEMENTED IN APRIL 2008 

HCPCS code Long descriptor 

Proposed CY 
2009 ASC 
payment 
indicator 

C9241 .............................. Injection, doripenem, 10 mg .................................................................................................................... K2 
Q4096 .............................. Injection, von willebrand factor complex, human, ristocetin cofactor (not otherwise specified), per i.u. 

VWF:RCO.
K2 

Q4097 .............................. Injection, immune globulin (Privigen), intravenous, non-lyophilized (e.g., liquid), 500 mg ..................... K2 
Q4098 .............................. Injection, iron dextran, 50 mg .................................................................................................................. K2 

TABLE 38.—NEW LEVEL II HCPCS CODES IMPLEMENTED IN JULY 2008 

HCPCS code Long descriptor 
Proposed CY 2009 

ASC payment 
indicator 

Proposed CY 
2009 ASC 
payment 

C9242* ..................... Injection, fosaprepitant, 1 mg ..................................................................................... K2 ........................... $1.61 
C9356* ..................... Tendon, porous matrix of cross-linked collagen and glycosaminoglycan matrix 

(TenoGlide Tendon Protector Sheet), per square centimeter.
K2 ........................... 16.92 

C9357* ..................... Dermal substitute, granulated cross-linked collagen and glycosaminoglycan matrix 
(Flowable Wound Matrix), 1 cc.

K2 ........................... 883.33 

C9358* ..................... Dermal substitute, native, non-denatured collagen (SurgiMend Collagen Matrix), 
per 0.5 square centimeters.

K2 ........................... 10.38 

* The payment rates displayed in Table 38 reflect the July 2008 ASP data. 

C. Proposed Update to the Lists of ASC 
Covered Surgical Procedures and 
Covered Ancillary Services 

1. Covered Surgical Procedures 

a. Proposed Additions to the List of ASC 
Covered Surgical Procedures 

We are proposing to update the ASC 
list of covered surgical procedures by 
adding nine procedures to the list. 
Three of the nine procedures, 
specifically CPT code 0190T (Placement 
of intraocular radiation source 
applicator), CPT code 0191T (Insertion 
of anterior segment aqueous drainage 
device, without extraocular reservoir; 
internal approach), and CPT code 0192T 
(Insertion of anterior segment aqueous 
drainage device, without extraocular 
reservoir; external approach) are new 
Category III CPT codes that became 

effective July 1, 2008, and were 
implemented in the July 2008 ASC 
update. The other six procedures were 
excluded from the ASC list for CY 2008 
because we believed they did not meet 
the definition of a covered surgical 
procedure based on our expectation that 
they would pose a significant safety risk 
to Medicare beneficiaries or would 
require an overnight stay if performed in 
ASCs. During our annual review of 
excluded codes in which we used most 
recent utilization data, we identified the 
following six procedures that we believe 
should no longer be excluded from the 
ASC list: CPT code 31293 (Nasal/sinus 
endoscopy, surgical; with medial orbital 
wall and inferior orbital wall 
decompression); CPT code 34490 
(Thrombectomy, direct or with catheter; 
axillary and subclavian vein, by arm 

incision); CPT code 36455 (Exchange 
transfusion, blood; other than newborn); 
CPT code 49324 (Laparoscopy, surgical; 
with drainage of lymphocele to 
peritoneal cavity); CPT code 49325 
(Laparoscopy, surgical; with revision of 
previously placed intraperitoneal 
cannula or catheter, with removal of 
intraluminal obstructive material if 
performed); and CPT code 49326 
(Laparoscopy, surgical; with 
omentopexy (omental tacking 
procedure)). The nine codes that we are 
proposing to add to the ASC list of 
covered surgical procedures and their 
proposed CY 2009 payment indicator 
‘‘G2’’ (Non office-based surgical 
procedure added in CY 2008 or later; 
payment based on OPPS relative 
payment weight) are displayed in Table 
39, below. 
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TABLE 39.—PROPOSED NEW ASC COVERED SURGICAL PROCEDURES FOR CY 2009 

HCPCS code Short descriptor 

Proposed CY 
2009 ASC 
payment 
indicator 

31293 .......... Nasal/sinus endoscopy, surg ..................................................................................................................................... G2 
34490 .......... Removal of vein clot .................................................................................................................................................. G2 
36455 .......... Bl exchange/transfuse non-nb ................................................................................................................................... G2 
49324 .......... Lap insertion perm ip cath ......................................................................................................................................... G2 
49325 .......... Lap insertion perm ip cath ......................................................................................................................................... G2 
49326 .......... Lap w/omentopexy add-on ........................................................................................................................................ G2 
0190T .......... Place intraoc radiation src ......................................................................................................................................... G2 
0191T .......... Insert ant segment drain int ....................................................................................................................................... G2 
0192T .......... Insert ant segment drain ext ...................................................................................................................................... G2 

b. Covered Surgical Procedures 
Designated as Office-Based 

(1) Background 
In the August 2, 2007 final rule, we 

finalized our policy to designate as 
‘‘office-based’’ those procedures that are 
added to the ASC list of covered 
surgical procedures in CY 2008 or later 
years that we determine are usually 
performed in physicians’ offices based 
on consideration of the most recent 
available volume and utilization data for 
each individual procedure code (that is, 
performed more than 50 percent of the 
time in physicians’ offices) and/or, if 
appropriate, the clinical characteristics, 
utilization, and volume of related codes. 
In that rule, we also finalized our policy 
to exempt all procedures on the CY 
2007 ASC list from application of the 
office-based classification (72 FR 
42512). 

In the August 2, 2007 final rule, we 
identified a list of procedures as office- 
based after taking into account the most 
recently available CY 2005 volume and 
utilization data for each individual 
procedure or group of related 
procedures. We believed that the 
resulting list accurately reflected 
Medicare practice patterns and that the 
procedures were of similar complexity. 
In Addendum AA to that final rule, each 
of the office-based procedures was 
identified by payment indicator ‘‘P2’’ 
(Office-based surgical procedure added 
to ASC list in CY 2008 or later with 
MPFS nonfacility PE RVUs; payment 
based on OPPS relative payment 

weight); ‘‘P3’’ (Office-based surgical 
procedure added to ASC list in CY 2008 
or later with MPFS nonfacility PE RVUs; 
payment based on MPFS nonfacility PE 
RVUs); or ‘‘R2’’ (Office-based surgical 
procedure added to ASC list in CY 2008 
or later without MPFS nonfacility PE 
RVUs; payment based on OPPS relative 
payment weight), depending on whether 
we estimated it would be paid according 
to the standard ASC payment 
methodology based on its OPPS relative 
payment weight or at the MPFS 
nonfacility PE RVU amount. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66840 
through 66841), we finalized the 
temporary office-based designations of 4 
procedures, while newly designating 19 
procedures as permanently office-based. 
In addition, we designated 3 procedures 
coded by CPT codes that were new for 
CY 2008 as temporarily office-based on 
an interim final basis. Those 3 
temporary designations for the new CY 
2008 CPT codes were open to comment 
during the 60-day comment period for 
the CY 2008 OPPS/ASC final rule with 
comment period. We indicated that we 
would respond to public comments on 
those designations in the OPPS/ASC 
final rule with comment period for CY 
2009. 

(2) Proposed Changes to Covered 
Surgical Procedures Designated as 
Office-Based for CY 2009 

In developing this proposed rule, we 
followed our final policy to annually 

review and update the surgical 
procedures for which ASC payment is 
made and to identify new procedures 
that may be appropriate for ASC 
payment, including their potential 
designation as office-based. We 
reviewed the CY 2007 utilization data 
and clinical characteristics for all those 
surgical procedures newly added for 
ASC payment in CY 2008 that were 
assigned payment indicator ‘‘G2’’ in the 
CY 2008 OPPS/ASC final rule with 
comment period. 

As a result of that review, we 
identified the following 5 procedures 
that we are proposing to newly 
designate as office-based procedures for 
CY 2009: CPT code 0084T (Insertion of 
a temporary prostatic urethral stent); 
CPT code 36515 (Therapeutic apheresis; 
with extracorporeal immunoadsorption 
and plasma reinfusion); CPT code 36516 
(Therapeutic apheresis; with 
extracorporeal selective adsorption or 
selective filtration and plasma 
reinfusion); CPT code 65436 (Removal 
of corneal epithelium; with application 
of chelating agent (e.g., EDTA)); and 
CPT code 67505 (Retrobulbar injection; 
alcohol). Of those, we are proposing to 
make the office-based designation of 
CPT code 0084T temporary because we 
do not have adequate data upon which 
to base a permanent designation. We are 
proposing to make permanent office- 
based designations for the remaining 
four procedures. The codes that we are 
newly proposing as office-based are 
displayed in Table 40. 

TABLE 40.—CY 2009 PROPOSED NEW DESIGNATIONS OF ASC COVERED SURGICAL PROCEDURES AS OFFICE-BASED 

HCPCS code Short descriptor 
CY 2008 ASC 

payment 
indicator 

Proposed CY 
2009 ASC 
payment 
indicator 

0084T .......... Temp prostate urethral stent .......................................................................................................... G2 R2* 
36515 .......... Apheresis, adsorp/reinfuse ............................................................................................................ G2 P2 
36516 .......... Apheresis, selective ....................................................................................................................... G2 P2 
65436 .......... Curette/treat cornea ....................................................................................................................... G2 P3 
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TABLE 40.—CY 2009 PROPOSED NEW DESIGNATIONS OF ASC COVERED SURGICAL PROCEDURES AS OFFICE-BASED— 
Continued 

HCPCS code Short descriptor 
CY 2008 ASC 

payment 
indicator 

Proposed CY 
2009 ASC 
payment 
indicator 

67505 .......... Inject/treat eye socket .................................................................................................................... G2 P3 

* Denotes temporary payment indicator. 

Furthermore, we reviewed CY 2007 
utilization information for the seven 
procedures with temporary office-based 
designations for CY 2008. Of those 
procedures, we are proposing to make 
permanent the office-based designation 
for CPT code 28890 (Extracorporeal 
shock wave, high energy, performed by 
a physician, requiring anesthesia other 
than local, including ultrasound 
guidance, involving the plantar fascia). 
In response to comments on the CY 
2008 OPPS/ASC proposed rule, in the 
CY 2008 OPPS/ASC final rule with 
comment period, we made the office- 
based designation for CPT code 28890 
temporary rather than permanent as was 
proposed (72 FR 66839 through 66840). 
Although the CY 2006 utilization data 
available for development of the CY 
2008 OPPS/ASC final rule with 
comment period showed that the service 
was provided more than 70 percent of 
the time in the physician’s office setting, 
we were persuaded by commenters that 
providers may have been using CPT 

code 28890, which was new for CY 
2006, erroneously to report less 
intensive extracorporeal shock wave 
procedures that would be more 
frequently performed in the physician’s 
office. Our review of the CY 2007 data 
continues to support our designation of 
this procedure as office-based and thus, 
we believe it is appropriate at this time 
to propose to make that designation 
permanent for CY 2009. 

We are not proposing to make 
permanent the office-based designations 
for the 6 other procedures for which the 
CY 2008 designations are temporary. 
For those procedures, we do not believe 
that the currently available utilization 
data provide an adequate basis for 
proposing permanent office-based 
designations. The procedures with 
temporary office-based status for the CY 
2008 ASC payment system that we are 
proposing to continue to temporarily 
designate as office-based procedures for 
CY 2009 are displayed in Table 40A, 
below. In our review of these codes, we 

also determined that it would be 
consistent for the office-based 
assignment of HCPCS code C9728 
(Placement of interstitial device(s) for 
radiation therapy/surgery guidance (e.g., 
fiducial markers, dosimeter), other than 
prostate (any approach), single or 
multiple) to be temporary. This 
procedure is paid under the CY 2008 
ASC payment system as an office-based 
procedure but is analogous to CPT code 
55876 (Placement of interstitial 
device(s) for radiation therapy guidance 
(e.g., fiducial markers, dosimeter), 
prostate (via needle, any approach), 
single or multiple), for which we are 
proposing to maintain the temporary 
office-based payment indicator for CY 
2009. Therefore, we also are proposing 
to assign a temporary office-based 
payment indicator to HCPCS code 
C9728 for CY 2009. All procedures for 
which the proposed office-based 
designation for CY 2009 is temporary 
are indicated by an asterisk in 
Addendum AA to this proposed rule. 

TABLE 40A.—CY 2008 OFFICE-BASED PROCEDURES FOR WHICH THEIR PROPOSED CY 2009 DESIGNATION IS 
TEMPORARILY OFFICE-BASED 

HCPCS code Short descriptor 

Proposed CY 
2009 ASC 

payment indi-
cator 

0099T .......... Implant corneal ring ................................................................................................................................................... R2* 
0124T .......... Conjunctival drug placement ..................................................................................................................................... R2* 
21073 .......... Mnpj of tmj w/anesth .................................................................................................................................................. P3* 
55876 .......... Place rt device/marker, pros ...................................................................................................................................... P3* 
67229 .......... Tr retinal les preterm inf ............................................................................................................................................. R2* 
68816 .......... Probe nl duct w/balloon ............................................................................................................................................. P3* 
C9728 .......... Place device/marker, non pro .................................................................................................................................... R2* 

* Denotes temporary office-based payment indicator. 

c. Covered Surgical Procedures 
Designated as Device-Intensive 

(1) Background 

As discussed in the August 2, 2007 
final rule (72 FR 42503 through 42508), 
we adopted a modified payment 
methodology for calculating the ASC 
payment rates for covered surgical 
procedures that are assigned to the 
subset of OPPS device-dependent APCs 
with a device offset percentage greater 
than 50 percent under the OPPS, in 

order to ensure that payment for the 
procedure is adequate to provide 
packaged payment for the high-cost 
implantable devices used in those 
procedures. We assigned payment 
indicators ‘‘H8’’ (Device-intensive 
procedure on ASC list in CY 2007; paid 
at adjusted rate) and ‘‘J8’’ (Device- 
intensive procedure added to ASC list 
in CY 2008 or later; paid at adjusted 
rate) to identify the procedures that 
were eligible for ASC payment 
calculated according to the modified 

methodology, depending on whether the 
procedure was included on the ASC list 
of covered surgical procedures prior to 
CY 2008 and therefore, subject to 
transitional payment as discussed in 
section XV.D.1.b. of this proposed rule. 
The 45 ‘‘device-intensive’’ procedures 
for which the modified rate calculation 
methodology applies in CY 2008 are 
displayed in Table 56 and in Addendum 
AA to the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66843 and 
66945 through 66993). 
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(2) Proposed Changes to List of Covered 
Surgical Procedures Designated as 
Device-Intensive for CY 2009 

We are proposing to update the ASC 
list of covered surgical procedures that 
are eligible for payment according to the 
modified methodology for CY 2009 
consistent with the proposed update to 
the device-dependent APCs under the 
OPPS that reflects the proposed APC 
assignments of procedures, designation 

of APCs as device-dependent, and APC 
device offset percentages based on CY 
2007 claims data. OPPS device- 
dependent APCs are discussed further 
in section II.A.2.d.(1) of this proposed 
rule. The ASC covered surgical 
procedures that we are proposing to 
designate as device-intensive and that 
would be subject to the device-intensive 
procedure payment methodology are 
listed in Table 41 below. The HCPCS 
code, the HCPCS code short descriptor, 

the proposed payment indicator, the 
proposed CY 2009 OPPS APC 
assignment, and the proposed CY 2009 
OPPS APC device offset percentage are 
also listed in Table 41. Each proposed 
device-intensive procedure is assigned 
payment indicator ‘‘H8’’ or ‘‘J8,’’ 
depending on whether it is subject to 
transitional payment, and all of these 
codes are included in Addendum AA to 
this proposed rule. 

TABLE 41.—ASC COVERED SURGICAL PROCEDURES PROPOSED FOR DESIGNATION AS DEVICE-INTENSIVE FOR CY 2009 

HCPCS 
code Short descriptor 

Proposed 
CY 2009 

ASC 
payment 
indicator 

Proposed 
CY 2009 

OPPS 
APC 

OPPS APC title 

Proposed 
CY 2009 
device- 

dependent 
APC offset 
percentage 

27446 ........ Revision of knee joint ............................... J8 0681 Knee Arthroplasty ..................................... 74 
33206 ........ Insertion of heart pacemaker .................... J8 0089 Insertion/Replacement of Permanent 

Pacemaker and Electrodes.
72 

33207 ........ Insertion of heart pacemaker .................... J8 0089 Insertion/Replacement of Permanent 
Pacemaker and Electrodes.

72 

33208 ........ Insertion of heart pacemaker .................... J8 0655 Insertion/Replacement/Conversion of a 
permanent dual chamber pacemaker.

75 

33212 ........ Insertion of pulse generator ...................... H8 0090 Insertion/Replacement of Pacemaker 
Pulse Generator.

73 

33213 ........ Insertion of pulse generator ...................... H8 0654 Insertion/Replacement of a permanent 
dual chamber pacemaker.

77 

33214 ........ Upgrade of pacemaker system ................ J8 0655 Insertion/Replacement/Conversion of a 
permanent dual chamber pacemaker.

75 

33224 ........ Insert pacing lead & connect .................... J8 0418 Insertion of Left Ventricular Pacing Elect. 70 
33225 ........ Lventric pacing lead add-on ..................... J8 0418 Insertion of Left Ventricular Pacing Elect. 70 
33240 ........ Insert pulse generator ............................... J8 0107 Insertion of Cardioverter-Defibrillator ........ 89 
33249 ........ Eltrd/insert pace-defib ............................... J8 0108 Insertion/Replacement/Repair of 

Cardioverter-Defibrillator Leads.
88 

33282 ........ Implant pat-active ht record ...................... J8 0680 Insertion of Patient Activated Event Re-
corders.

71 

53440 ........ Male sling procedure ................................ H8 0385 Level I Prosthetic Urological Procedures 57 
53444 ........ Insert tandem cuff ..................................... H8 0385 Level I Prosthetic Urological Procedures 57 
53445 ........ Insert uro/ves nck sphincter ..................... H8 0386 Level II Prosthetic Urological Procedures 64 
53447 ........ Remove/replace ur sphincter .................... H8 0386 Level II Prosthetic Urological Procedures 64 
54400 ........ Insert semi-rigid prosthesis ....................... H8 0385 Level I Prosthetic Urological Procedures 57 
54401 ........ Insert self-contd prosthesis ....................... H8 0386 Level II Prosthetic Urological Procedures 64 
54405 ........ Insert multi-comp penis pros .................... H8 0386 Level II Prosthetic Urological Procedures 64 
54410 ........ Remove/replace penis prosth ................... H8 0386 Level II Prosthetic Urological Procedures 64 
54416 ........ Remv/repl penis contain pros ................... H8 0386 Level II Prosthetic Urological Procedures 64 
55873 ........ Cryoablate prostate .................................. H8 0674 Prostate Cryoablation ............................... 59 
61885 ........ Insrt/redo neurostim 1 array ..................... H8 0039 Level I Implantation of Neurostimulator .... 83 
61886 ........ Implant neurostim arrays .......................... H8 0315 Level III Implantation of Neurostimulator .. 88 
62361 ........ Implant spine infusion pump ..................... H8 0227 Implantation of Drug Infusion Device ....... 81 
62362 ........ Implant spine infusion pump ..................... H8 0227 Implantation of Drug Infusion Device ....... 81 
63650 ........ Implant neuroelectrodes ........................... H8 0040 Percutaneous Implantation of 

Neurostimulator Electrodes, Excluding 
Cranial Nerve.

56 

63655 ........ Implant neuroelectrodes ........................... J8 0061 Laminectomy, Laparoscopy, or Incision 
for Implantation of Neurostimulator 
Electr.

61 

63685 ........ Insrt/redo spine n generator ..................... H8 0222 Level II Implantation of Neurostimulator ... 84 
64553 ........ Implant neuroelectrodes ........................... H8 0225 Implantation of Neurostimulator Elec-

trodes, Cranial Nerve.
61 

64555 ........ Implant neuroelectrodes ........................... J8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Excluding 
Cranial Nerve.

56 

64560 ........ Implant neuroelectrodes ........................... J8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Excluding 
Cranial Nerve.

56 

64561 ........ Implant neuroelectrodes ........................... H8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Excluding 
Cranial Nerve.

56 
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TABLE 41.—ASC COVERED SURGICAL PROCEDURES PROPOSED FOR DESIGNATION AS DEVICE-INTENSIVE FOR CY 
2009—Continued 

HCPCS 
code Short descriptor 

Proposed 
CY 2009 

ASC 
payment 
indicator 

Proposed 
CY 2009 

OPPS 
APC 

OPPS APC title 

Proposed 
CY 2009 
device- 

dependent 
APC offset 
percentage 

64565 ........ Implant neuroelectrodes ........................... J8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Excluding 
Cranial Nerve.

56 

64573 ........ Implant neuroelectrodes ........................... H8 0225 Implantation of Neurostimulator Elec-
trodes, Cranial Nerve.

61 

64575 ........ Implant neuroelectrodes ........................... H8 0061 Laminectomy, Laparoscopy, or Incision 
for Implantation of Neurostimulator 
Electr.

61 

64577 ........ Implant neuroelectrodes ........................... H8 0061 Laminectomy, Laparoscopy, or Incision 
for Implantation of Neurostimulator 
Electr.

61 

64580 ........ Implant neuroelectrodes ........................... H8 0061 Laminectomy, Laparoscopy, or Incision 
for Implantation of Neurostimulator 
Electr.

61 

64581 ........ Implant neuroelectrodes ........................... H8 0061 Laminectomy, Laparoscopy, or Incision 
for Implantation of Neurostimulator 
Electr.

61 

64590 ........ Insrt/redo pn/gastr stimul .......................... H8 0039 Level I Implantation of Neurostimulator .... 83 
65770 ........ Revise cornea with implant ...................... H8 0293 Level V Anterior Segment Eye Proce-

dures.
68 

69930 ........ Implant cochlear device ............................ H8 0259 Level VII ENT Procedures ........................ 83 

2. Covered Ancillary Services 

We are proposing to update the ASC 
list of covered ancillary services to 
reflect the services’ proposed separate 
payment status under the CY 2009 
OPPS. Maintaining consistency with the 
OPPS may result in proposed changes to 
ASC payment indicators because some 
covered ancillary services that are paid 
separately under the revised ASC 
payment system in CY 2008 are 
proposed for packaged status under the 
OPPS for CY 2009. Comment indicator 
‘‘CH,’’ as discussed in section XV.F. of 
this proposed rule, is used in 
Addendum BB to this proposed rule to 
indicate covered ancillary services for 
which we are proposing a change in the 
ASC payment indicator that reflects, for 
example, our proposal to package 
payment for the service under the CY 
2009 ASC payment system consistent 
with its proposed treatment under the 
CY 2009 OPPS. 

Except for the Level II HCPCS code 
listed in Table 38 of this proposed rule, 
all covered ancillary services and their 
proposed payment indicators for CY 
2009 are included in Addendum BB to 
this proposed rule. 

D. Proposed ASC Payment for Covered 
Surgical Procedures and Covered 
Ancillary Services 

1. Proposed Payment for Covered 
Surgical Procedures 

a. Background 
Our final payment policy for covered 

surgical procedures under the revised 
ASC payment system is described in the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66828 through 
66831). In that rule, we updated the CY 
2008 rates for covered surgical 
procedures with payment indicators of 
‘‘A2,’’ ‘‘G2,’’ ‘‘H8,’’ and ‘‘J8’’ using CY 
2006 data, consistent with the CY 2008 
OPPS update. We also updated the 
payment amounts for office-based 
procedures (payment indicators ‘‘P2,’’ 
‘‘P3,’’ and ‘‘R2’’) using the most recent 
available MPFS and OPPS data. We 
compared the estimated CY 2008 rate 
for each of the office-based procedures 
calculated according to the standard 
methodology of the revised ASC 
payment system to the MPFS nonfacility 
PE RVU amount to determine which 
was the lower payment amount that, 
therefore, would be the rate for payment 
of the procedure according to the final 
policy of the revised ASC payment 
system. See § 416.171(d). 

Subsequent to publication of that rule, 
the Congress enacted the Medicare, 
Medicaid, and SCHIP Extension Act of 
2007, Pub. L. 110–173. That law 
required changes to the rates paid under 

the MPFS for the first 6 months of CY 
2008, and therefore, the ASC rates for 
some office-based procedures were also 
affected. We revised the CY 2008 ASC 
payment rates and made them available 
by posting them to the CMS Web site at: 
http://www.cms.hhs.gov/ASCPayment/. 

b. Proposed Update to ASC Covered 
Surgical Procedure Payment Rates for 
CY 2009 

We are proposing CY 2009 payment 
rates for procedures with payment 
indicator ‘‘G2’’ that are calculated 
according to the standard methodology 
of multiplying the proposed CY 2009 
ASC relative payment weight for the 
procedure by the proposed CY 2009 
ASC conversion factor (72 FR 42492 
through 42493). Also, according to our 
established policy, we are proposing CY 
2009 payments for procedures subject to 
the transitional payment methodology 
(payment indicators ‘‘A2’’ and ‘‘H8’’) 
using a blend of 50 percent of the 
proposed CY 2009 ASC rate calculated 
according to the standard or device- 
intensive methodology, respectively, 
and 50 percent of the CY 2007 ASC 
payment rate (72 FR 42519). 

We are proposing payment rates for 
office-based procedures (payment 
indicators ‘‘P2,’’ ‘‘P3,’’ and ‘‘R2’’) and 
device-intensive procedures (payment 
indicators ‘‘J8’’ and ‘‘H8’’) calculated 
according to our established policies (72 
FR 42504 and 42511). Thus, we are 
proposing to update the payment 
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amounts for device-intensive 
procedures based on the CY 2009 OPPS 
proposal that reflects updated OPPS 
claims data and to make payment for 
office-based procedures at the lesser of 
the proposed CY 2009 MPFS nonfacility 
PE RVU amount or the CY 2009 ASC 
payment amount calculated according 
to the standard methodology. Similarly, 
ASC payment rates for the device- 
intensive procedures would be based on 
the proposed updated CY 2009 OPPS 
device-offset amounts as displayed in 
Table 41 above. 

c. Proposed Adjustment to ASC 
Payments for Partial or Full Device 
Credit 

Under § 416.179, our ASC policies 
with regard to payment for costly 
devices implanted in ASCs at no cost or 
with full or partial credit are fully 
consistent with the OPPS policies. The 
proposed CY 2009 OPPS APCs and 
devices subject to the adjustment policy 
are discussed in section IV.B.2. of this 
proposed rule. The ASC policies 
include adoption of the OPPS policy for 
reduced payment to providers when a 
device is furnished without cost or with 
full credit for the cost of the device for 
those ASC covered surgical procedures 
that are assigned to APCs under the 
OPPS to which this policy applies. 
According to that policy, payment to the 
ASC is reduced by the device offset 
amount that we estimate represents the 
cost of the device when the necessary 
device is furnished without cost to the 
ASC or with a full credit for the cost of 
the new device (72 FR 42504). We 
provide the same amount of payment 
reduction based on the device offset 
amount in ASCs that would apply under 
the OPPS under the same 
circumstances. Specifically, when a 
procedure that is listed in Table 42 of 
this proposed rule is performed in an 

ASC and the case involves implantation 
of a no cost or full credit device listed 
in Table 43, the ASC must report the 
HCPCS ‘‘FB’’ modifier on the line with 
the covered surgical procedure code to 
indicate that an implantable device in 
Table 43 was furnished without cost. 

When the ‘‘FB’’ modifier is reported 
with a procedure code that is listed in 
Table 42, the contractor reduces the 
ASC payment by the amount of payment 
that is attributed to the device when the 
ASC payment rate is calculated. The 
reduction of ASC payment in this 
circumstance is necessary to pay 
appropriately for the covered surgical 
procedure being furnished by the ASC. 

Consistent with the OPPS policy, we 
also adopted an ASC payment policy for 
certain procedures involving partial 
credit for a specified device. 
Specifically, we reduce the payment for 
implantation procedures listed in Table 
42 by one-half of the device offset 
amount that would be applied if a 
device were provided at no cost or with 
full credit, if the credit to the ASC is 50 
percent or more of the device cost (72 
FR 66846). ASCs must append the 
modifier ‘‘FC’’ to the code for the 
surgical procedure when the facility 
receives a partial credit of 50 percent or 
more of the cost of a device listed in 
Table 43 when used in a surgical 
procedure listed in Table 42. In order to 
report that they received a partial credit 
of 50 percent or more of the cost of a 
device, ASCs have the option of either: 
(1) Submitting the claim for the device 
implantation procedure to their 
Medicare contractor after the 
procedure’s performance but prior to 
manufacturer acknowledgment of credit 
for the device, and subsequently 
contacting the contractor regarding a 
claims adjustment once the credit 
determination is made; or (2) holding 
the claim for the device implantation 

procedure until a determination is made 
by the manufacturer on the partial credit 
and submitting the claim with the ‘‘FC’’ 
modifier appended to the implantation 
procedure HCPCS code if the partial 
credit is 50 percent or more of the cost 
of the device. Beneficiary coinsurance is 
based on the reduced payment amount. 

Consistent with the OPPS, we are 
proposing to update the list of device- 
intensive procedures that would be 
subject to the full and partial credit 
payment reduction policies for CY 2009. 
Table 42 displays the ASC covered 
implantation procedures and their 
payment indicators that we are 
proposing would be subject to the full 
and partial device credit policies for CY 
2009. 

Specifically, when a procedure that is 
listed in Table 42 below is performed in 
an ASC and the case involves 
implantation of a no cost or full credit 
device or a device for which the ASC 
received at least a 50 percent partial 
credit that is listed in Table 43, the ASC 
must report the HCPCS ‘‘FB’’ or ‘‘FC’’ 
modifier, as appropriate, on the line 
with the covered surgical procedure 
code. The procedures listed in Table 42 
are those ASC covered device-intensive 
procedures assigned to APCs under the 
OPPS to which the policy applies. We 
are not proposing to apply this policy to 
the procedures and devices associated 
with APCs 0425 (Level II Arthroplasty 
or Implantation with Prosthesis) and 
0648 (Level IV Breast Surgery), which 
are proposed for inclusion in the OPPS 
full and partial credit payment 
reduction policy for CY 2009, because 
ASC covered procedures assigned to 
these two APCs under the OPPS do not 
qualify for payment as ASC covered 
device-intensive surgical procedures 
(that is, their estimated device offset 
percentages are less than 50 percent). 

TABLE 42.—PROPOSED CY 2009 ADJUSTMENTS TO PAYMENTS FOR ASC COVERED SURGICAL PROCEDURES IN CASES 
OF DEVICES REPORTED AT NO COST OR WITH FULL OR PARTIAL CREDIT 

HCPCS 
code Short descriptor 

Proposed 
CY 2009 

ASC 
payment 
indicator 

Proposed 
CY 2009 

OPPS APC 
OPPS APC title 

Proposed 
CY 2009 
OPPS full 

offset 
percentage 

Proposed 
CY 2009 

OPPS 
partial 
offset 

percentage 

27446 .. Revision of knee joint ...................... J8 0681 Knee Arthroplasty ............................ 74 37 
33206 .. Insertion of heart pacemaker ........... J8 0089 Insertion/Replacement of Perma-

nent Pacemaker and Electrodes.
72 36 

33207 .. Insertion of heart pacemaker ........... J8 0089 Insertion/Replacement of Perma-
nent Pacemaker and Electrodes.

72 36 

33208 .. Insertion of heart pacemaker ........... J8 0655 Insertion/Replacement/Conversion 
of a permanent dual chamber 
pacemaker.

75 37 

33212 .. Insertion of pulse generator ............. H8 0090 Insertion/Replacement of Pace-
maker Pulse Generator.

73 36 

33213 .. Insertion of pulse generator ............. H8 0654 Insertion/Replacement of a perma-
nent dual chamber pacemaker.

77 38 
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TABLE 42.—PROPOSED CY 2009 ADJUSTMENTS TO PAYMENTS FOR ASC COVERED SURGICAL PROCEDURES IN CASES 
OF DEVICES REPORTED AT NO COST OR WITH FULL OR PARTIAL CREDIT—Continued 

HCPCS 
code Short descriptor 

Proposed 
CY 2009 

ASC 
payment 
indicator 

Proposed 
CY 2009 

OPPS APC 
OPPS APC title 

Proposed 
CY 2009 
OPPS full 

offset 
percentage 

Proposed 
CY 2009 

OPPS 
artial 
offset 

percentage 

33214 .. Upgrade of pacemaker system ....... J8 0655 Insertion/Replacement/Conversion 
of a permanent dual chamber 
pacemaker.

75 37 

33224 .. Insert pacing lead & connect ........... J8 0418 Insertion of Left Ventricular Pacing 
Elect.

70 35 

33225 .. Lventric pacing lead add-on ............ J8 0418 Insertion of Left Ventricular Pacing 
Elect.

70 35 

33240 .. Insert pulse generator ...................... J8 0107 Insertion of Cardioverter-Defibrillator 89 44 
33249 .. Eltrd/insert pace-defib ...................... J8 0108 Insertion/Replacement/Repair of 

Cardioverter-Defibrillator Leads.
88 44 

33282 .. Implant pat-active ht record ............. J8 0680 Insertion of Patient Activated Event 
Recorders.

71 35 

53440 .. Male sling procedure ....................... H8 0385 Level I Prosthetic Urological Proce-
dures.

57 29 

53444 .. Insert tandem cuff ............................ H8 0385 Level I Prosthetic Urological Proce-
dures.

57 29 

53445 .. Insert uro/ves nck sphincter ............ H8 0386 Level II Prosthetic Urological Proce-
dures.

64 32 

53447 .. Remove/replace ur sphincter ........... H8 0386 Level II Prosthetic Urological Proce-
dures.

64 32 

54400 .. Insert semi-rigid prosthesis .............. H8 0385 Level I Prosthetic Urological Proce-
dures.

57 29 

54401 .. Insert self-contd prosthesis .............. H8 0386 Level II Prosthetic Urological Proce-
dures.

64 32 

54405 .. Insert multi-comp penis pros ........... H8 0386 Level II Prosthetic Urological Proce-
dures.

64 32 

54410 .. Remove/replace penis prosth .......... H8 0386 Level II Prosthetic Urological Proce-
dures.

64 32 

54416 .. Remv/repl penis contain pros .......... H8 0386 Level II Prosthetic Urological Proce-
dures.

64 32 

61885 .. Insrt/redo neurostim 1 array ............ H8 0039 Level I Implantation of 
Neurostimulator.

83 42 

61886 .. Implant neurostim arrays ................. H8 0315 Level III Implantation of 
Neurostimulator.

88 44 

62361 .. Implant spine infusion pump ............ H8 0227 Implantation of Drug Infusion De-
vice.

81 40 

62362 .. Implant spine infusion pump ............ H8 0227 Implantation of Drug Infusion De-
vice.

81 40 

63650 .. Implant neuroelectrodes .................. H8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Ex-
cluding Cranial Nerve.

56 28 

63655 .. Implant neuroelectrodes .................. J8 0061 Laminectomy, Laparoscopy, or Inci-
sion for Implantation of 
Neurostimulator Electr.

61 30 

63685 .. Insrt/redo spine n generator ............ H8 0222 Level II Implantation of 
Neurostimulator.

84 42 

64553 .. Implant neuroelectrodes .................. H8 0225 Implantation of Neurostimulator 
Electrodes, Cranial Nerve.

61 30 

64555 .. Implant neuroelectrodes .................. J8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Ex-
cluding Cranial Nerve.

56 28 

64560 .. Implant neuroelectrodes .................. J8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Ex-
cluding Cranial Nerve.

56 28 

64561 .. Implant neuroelectrodes .................. H8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Ex-
cluding Cranial Nerve.

56 28 

64565 .. Implant neuroelectrodes .................. J8 0040 Percutaneous Implantation of 
Neurostimulator Electrodes, Ex-
cluding Cranial Nerve.

56 28 

64573 .. Implant neuroelectrodes .................. H8 0225 Implantation of Neurostimulator 
Electrodes, Cranial Nerve.

61 30 

64575 .. Implant neuroelectrodes .................. H8 0061 Laminectomy, Laparoscopy, or Inci-
sion for Implantation of 
Neurostimulator Electr.

61 30 
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TABLE 42.—PROPOSED CY 2009 ADJUSTMENTS TO PAYMENTS FOR ASC COVERED SURGICAL PROCEDURES IN CASES 
OF DEVICES REPORTED AT NO COST OR WITH FULL OR PARTIAL CREDIT—Continued 

HCPCS 
code Short descriptor 

Proposed 
CY 2009 

ASC 
payment 
indicator 

Proposed 
CY 2009 

OPPS APC 
OPPS APC title 

Proposed 
CY 2009 
OPPS full 

offset 
percentage 

Proposed 
CY 2009 

OPPS 
artial 
offset 

percentage 

64577 .. Implant neuroelectrodes .................. H8 0061 Laminectomy, Laparoscopy, or Inci-
sion for Implantation of 
Neurostimulator Electr.

61 30 

64580 .. Implant neuroelectrodes .................. H8 0061 Laminectomy, Laparoscopy, or Inci-
sion for Implantation of 
Neurostimulator Electr.

61 30 

64581 .. Implant neuroelectrodes .................. H8 0061 Laminectomy, Laparoscopy, or Inci-
sion for Implantation of 
Neurostimulator Electr.

61 30 

64590 .. Insrt/redo pn/gastr stimul ................. H8 0039 Level I Implantation of 
Neurostimulator.

83 42 

69930 .. Implant cochlear device ................... H8 0259 Level VII ENT Procedures ............... 83 42 

TABLE 43.—PROPOSED DEVICES FOR 
WHICH THE ‘‘FB’’ OR ‘‘FC’’ MODI-
FIER MUST BE REPORTED WITH THE 
PROCEDURE CODE WHEN FUR-
NISHED AT NO COST OR WITH FULL 
OR PARTIAL CREDIT 

Device 
HCPCS 

code 
Short descriptor 

C1721 ....... AICD, dual chamber. 
C1722 ....... AICD, single chamber. 
C1764 ....... Event recorder, cardiac. 
C1767 ....... Generator, neurostim, imp. 
C1771 ....... Rep dev, urinary, w/sling. 
C1772 ....... Infusion pump, programmable. 
C1776 ....... Joint device (implantable). 
C1778 ....... Lead, neurostimulator. 
C1779 ....... Lead, pmkr, transvenous VDD. 
C1785 ....... Pmkr, dual, rate-resp. 
C1786 ....... Pmkr, single, rate-resp. 
C1813 ....... Prosthesis, penile, inflatab. 
C1815 ....... Pros, urinary sph, imp. 
C1820 ....... Generator, neuro rechg bat sys. 
C1881 ....... Dialysis access system. 
C1882 ....... AICD, other than sing/dual. 
C1891 ....... Infusion pump, non-prog, perm. 
C1897 ....... Lead, neurostim, test kit. 
C1898 ....... Lead, pmkr, other than trans. 
C1900 ....... Lead coronary venous. 
C2619 ....... Pmkr, dual, non rate-resp. 
C2620 ....... Pmkr, single, non rate-resp. 
C2621 ....... Pmkr, other than sing/dual. 
C2622 ....... Prosthesis, penile, non-inf. 
C2626 ....... Infusion pump, non-prog, temp. 
C2631 ....... Rep dev, urinary, w/o sling. 
L8614 ....... Cochlear device/system. 

2. Proposed Payment for Covered 
Ancillary Services 

a. Background 

Our final CY 2008 payment policies 
under the revised ASC payment system 
for covered ancillary services vary 
according to the particular type of 
service and its payment policy under 
the OPPS. Our overall policy provides 
separate ASC payment for certain 

ancillary services integrally related to 
the provision of ASC covered surgical 
procedures that are paid separately 
under the OPPS and provides packaged 
ASC payment for other ancillary 
services that are packaged under the 
OPPS. Thus, we established a final 
policy to align ASC payment bundles 
with those under the OPPS (72 FR 
42495). 

Our ASC payment policies provide 
separate payment for drugs and 
biologicals that are separately paid 
under the OPPS at the OPPS rates, while 
we pay for separately payable radiology 
services at the lower of the MPFS 
nonfacility PE RVU (or technical 
component) amount or the rate 
calculated according to the standard 
ASC payment methodology (72 FR 
42497). In all cases, these services must 
be provided integral to the performance 
of ASC covered surgical procedures for 
which the ASC bills Medicare. As noted 
in section XV.D.1.a. of this proposed 
rule, changes were made to the MPFS 
payment rates for the period of January 
1, 2008 through June 30, 2008 as a result 
of the enactment of the Medicare, 
Medicaid, and SCHIP Extension Act of 
2007. In addition to changing the ASC 
payment rates for some office-based 
procedures, those changes also affected 
the ASC rates for some covered ancillary 
radiology services for the first 6 months 
of CY 2008. 

ASC payment policy for 
brachytherapy sources generally mirrors 
the payment policy under the OPPS. We 
finalized our policy to pay for 
brachytherapy sources applied in ASCs 
at the same prospective rates that were 
adopted under the OPPS or, if the OPPS 
rates were unavailable, at contractor- 
priced rates in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66832). Subsequent to publication of 

that rule, section 106 of the Medicare, 
Medicaid, and SCHIP Extension Act of 
2007 mandated that, for the period 
January 1, 2008 through June 30, 2008, 
brachytherapy sources be paid under 
the OPPS at charges adjusted to cost. 
Therefore, because our final overall ASC 
payment policy requires payment for 
brachytherapy sources at contractor- 
priced rates if prospective OPPS rates 
are not available (72 FR 42499), we paid 
ASCs at contractor-priced rates for 
brachytherapy sources provided in 
ASCs for this period of time. Beginning 
July 1, 2008, brachytherapy sources 
applied in ASCs are paid at the same 
prospectively set rates that were 
finalized in the CY 2008 OPPS/ASC 
final rule with comment period, unless 
Congress specifies another payment 
methodology. 

Other separately paid covered 
ancillary services in ASCs, specifically 
corneal tissue acquisition and device 
categories with OPPS pass-through 
status, do not have prospectively 
established ASC payment rates 
according to the final policies of the 
revised ASC payment system (72 FR 
42502 and 42509). Under the revised 
ASC payment system, corneal tissue 
acquisition is paid based on the 
invoiced costs for acquiring the corneal 
tissue for transplantation. As discussed 
in section IV.A.1. of this proposed rule, 
new pass-through device categories may 
be established on a quarterly basis, but 
currently there are no OPPS device 
pass-through categories that would 
continue for OPPS pass-through 
payment (and, correspondingly, 
separate ASC payment) in CY 2009. 

b. Proposed Payment for Covered 
Ancillary Services for CY 2009 

For CY 2009, we are proposing to 
update the ASC payment rates and make 
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changes to payment indicators as 
necessary in order to maintain 
alignment between the OPPS and ASC 
payment systems regarding the 
packaged or separately payable status of 
services and the proposed CY 2009 
OPPS and ASC payment rates. The 
proposed CY 2009 OPPS payment 
methodologies for separately payable 
drugs and biologicals and brachytherapy 
sources are discussed in sections V. and 
VII. of this proposed rule, respectively, 
and the CY 2009 ASC payment rates for 
those services are proposed to equal the 
proposed CY 2009 OPPS rates. In 
Addendum BB, we indicate whether the 
proposed CY 2009 payment rate for 
radiology services is based on the MPFS 
PE RVU amount or the standard ASC 
payment calculation. Thus, the 
proposed CY 2009 payment indicator 
for a covered radiology service may 
differ from its CY 2008 payment 
indicator based on packaging changes 
under the OPPS or the comparison of 
the CY 2009 proposed MPFS nonfacility 
PE RVU amount to the CY 2009 ASC 
payment rate calculated according to the 
standard methodology. Services that we 
are proposing to pay based on the 
standard ASC rate methodology are 
assigned payment indicator ‘‘Z2’’ 
(Radiology service paid separately when 
provided integral to a surgical 
procedure on ASC list; payment based 
on OPPS relative payment weight) and 
those for which payment is based on the 
MPFS PE RVU amount are assigned 
payment indicator ‘‘Z3’’ (Radiology 
service paid separately when provided 
integral to a surgical procedure on ASC 
list; payment based on MPFS nonfacility 
PE RVUs). 

Covered ancillary services and their 
proposed payment indicators are listed 
in Addendum BB to this proposed rule. 

E. New Technology Intraocular Lenses 

1. Background 

In the CY 2007 OPPS/ASC final rule 
with comment period, we finalized our 
proposal to update and streamline the 
process for reviewing applications to 
establish new active classes of new 
technology intraocular lenses (NTIOLs) 
and for recognizing new candidate 
intraocular lenses (IOLs) inserted during 
or subsequent to cataract extraction as 
belonging to a new technology 
intraocular lens (NTIOL) class that is 
qualified for a payment adjustment (71 
FR 68176) Specifically, we established 
the following process: 

• We will announce annually in the 
Federal Register document that 
proposes the update of ASC payment 
rates for the following calendar year, a 
list of all requests to establish new 

NTIOL classes accepted for review 
during the calendar year in which the 
proposal is published and the deadline 
for submission of public comments 
regarding those requests. The deadline 
for receipt of public comments will be 
30 days following publication of the list 
of requests. 

• In the Federal Register document 
that finalizes the update of ASC 
payment rates for the following calendar 
year, we will— 

+ Provide a list of determinations 
made as a result of our review of all new 
class requests and public comments; 
and 

+ Publish the deadline for submitting 
requests for review of an application for 
a new NTIOL class in the following 
calendar year. 

In determining whether a lens belongs 
to a new class of NTIOLs and whether 
the ASC payment amount for insertion 
of that lens in conjunction with cataract 
surgery is appropriate, we expect that 
the insertion of the candidate IOL 
would result in significantly improved 
clinical outcomes compared to currently 
available IOLs. In addition, to establish 
a new NTIOL class, the candidate lens 
must be distinguishable from lenses 
already approved as members of active 
or expired classes of NTIOLs that share 
a predominant characteristic associated 
with improved clinical outcomes that 
was identified for each class. 
Furthermore, in the CY OPPS/ASC 2007 
final rule with comment period, we 
finalized our proposal to base our 
determinations on consideration of the 
following factors (71 FR 68177): 

• The IOL must have been approved 
by the FDA and claims of specific 
clinical benefits and/or lens 
characteristics with established clinical 
relevance in comparison with currently 
available IOLs must have been approved 
by the FDA for use in labeling and 
advertising. 

• The IOL is not described by an 
active or expired NTIOL class; that is, it 
does not share the predominant, class- 
defining characteristic associated with 
improved clinical outcomes with 
designated members of an active or 
expired NTIOL class. 

• Evidence demonstrates that use of 
the IOL results in measurable, clinically 
meaningful, improved outcomes in 
comparison with use of currently 
available IOLs. According to the statute, 
and consistent with previous examples 
provided by CMS, superior outcomes 
that would be considered include the 
following: 

+ Reduced risk of intraoperative or 
postoperative complication or trauma; 

+ Accelerated postoperative recovery; 
+ Reduced induced astigmatism; 

+ Improved postoperative visual 
acuity; 

+ More stable postoperative vision; 
+ Other comparable clinical 

advantages, such as— 
++ Reduced dependence on other 

eyewear (for example, spectacles, 
contact lenses, and reading glasses); 

++ Decreased rate of subsequent 
diagnostic or therapeutic interventions, 
such as the need for YAG laser 
treatment; 

++ Decreased incidence of 
subsequent IOL exchange; 

++ Decreased blurred vision, glare, 
other quantifiable symptom or vision 
deficiency. 

For a request to be considered 
complete, we require submission of the 
information that is found in the 
guidance document entitled 
‘‘Application Process and Information 
Requirements for Requests for a New 
Class of New Technology Intraocular 
Lens (NTIOL)’’ posted on the CMS Web 
site at: http://www.cms.hhs.gov/
ASCPayment/05_NTIOLs.asp. 

As stated in the CY 2007 OPPS/ASC 
final rule with comment period (71 FR 
68180), there are three possible 
outcomes from our review of a request 
for establishment of a new NTIOL class. 
As appropriate, for each completed 
request for consideration of a candidate 
IOL into a new class that is received by 
the established deadline, one of the 
following determinations would be 
announced annually in the final rule 
updating the ASC payment rates for the 
next calendar year: 

• The request for a payment 
adjustment is approved for the 
candidate IOL for 5 full years as a 
member of a new NTIOL class described 
by a new HCPCS code. 

• The request for a payment 
adjustment is approved for the 
candidate IOL for the balance of time 
remaining as a member of an active 
NTIOL class. 

• The request for a payment 
adjustment is not approved. 

We also discussed our plan to 
summarize briefly in the final rule the 
evidence that was reviewed, the public 
comments, and the basis for our 
determinations in consideration of 
applications for establishment of a new 
NTIOL class. We established that when 
a new NTIOL class is created, we would 
identify the predominant characteristic 
of NTIOLs in that class that sets them 
apart from other IOLs (including those 
previously approved as members of 
other expired or active NTIOL classes) 
and that is associated with improved 
clinical outcomes. The date of 
implementation of a payment 
adjustment in the case of approval of an 
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IOL as a member of a new NTIOL class 
would be set prospectively as of 30 days 
after publication of the ASC payment 
update final rule, consistent with the 
statutory requirement. 

2. NTIOL Application Process for 
Payment Adjustment 

In CY 2007, we posted an updated 
guidance document to the CMS Web site 
to provide process and information 
requirements for applications requesting 
a review of the appropriateness of the 
payment amount for insertion of an IOL 
to ensure that the ASC payment for 
covered surgical procedures includes 
payment that is reasonable and related 
to the cost of acquiring a lens that is 
approved as belonging to a new class of 
NTIOLs. This guidance document can 
be accessed on the CMS Web site at: 
http://www.cms.hhs.gov/ASCPayment/
downloads/NTIOLprocess. 

We note that we have also issued a 
guidance document entitled ‘‘Revised 

Process for Recognizing Intraocular 
Lenses Furnished by Ambulatory 
Surgery Centers (ASCs) as Belonging to 
an Active Subset of New Technology 
Intraocular Lenses (NTIOLs).’’ This 
guidance document can be accessed on 
the CMS Web site at: http://www.cms.
hhs.gov/ASCPayment/Downloads/
Request_for_inclusion_in_current_
NTIOL_subset.pdf. 

This second guidance document 
provides specific details regarding 
requests for recognition of IOLs as 
belonging to an existing, active NTIOL 
class, the review process, and 
information required for a request to 
review. Currently, there is one active 
NTIOL class whose defining 
characteristic is the reduction of 
spherical aberration. CMS accepts 
requests throughout the year to review 
the appropriateness of recognizing an 
IOL as a member of an active class of 
NTIOLs. That is, review of candidate 

lenses for membership in an existing, 
active NTIOL class is ongoing and not 
limited to the annual review process 
that applies to the establishment of new 
NTIOL classes. We ordinarily complete 
the review of such a request within 90 
days of receipt, and upon completion of 
our review, we notify the requestor of 
our determination and post on the CMS 
Web site notification of a lens newly 
approved for a payment adjustment as 
an NTIOL belonging to an active NTIOL 
class when furnished in an ASC. 

3. Classes of NTIOLs Approved and 
New Requests for Payment Adjustment 

a. Background 

Since implementation of the process 
for adjustment of payment amounts for 
NTIOLs that was established in the June 
16, 1999 Federal Register, we have 
approved three classes of NTIOLs, as 
shown in the following table, with the 
associated qualifying IOLs to date: 

NTIOL 
class 

HCPCS 
code 

$50 approved for services 
furnished on or after NTIOL characteristic IOLs eligible for adjustment 

1 ....... Q1001 .... May 18, 2000, through May 
18, 2005.

Multifocal ............................... Allergan AMO Array Multifocal lens, model SA40N. 

2 ....... Q1002 .... May 18, 2000, through May 
18, 2005.

Reduction in Preexisting 
Astigmatism.

STAAR Surgical Elastic Ultraviolet-Absorbing Silicone Pos-
terior Chamber IOL with Toric Optic, models AA4203T, 
AA4203TF, and AA4203TL. 

3 ....... Q1003 .... February 27, 2006, through 
February 26, 2011.

Reduced Spherical Aberra-
tion.

Advanced Medical Optics (AMO) Tecnis IOL models 
Z9000, Z9001, Z9002, ZA9003, AR40xEM and Tecnis 
1–Piece model ZCB00; Alcon Acrysof IQ Model 
SN60WF and Acrysert Delivery System model SN60WS; 
Bausch & Lomb Sofport AO models LI61AOV, and 
LI61AOV; STAAR Affinity Collamer model CQ2015A. 

b. Request To Establish New NTIOL 
Class for CY 2009 and Deadline for 
Public Comment 

As discussed below and explained in 
the guidance document on the CMS 
Web site, a request for review for a new 
class of NTIOLs for CY 2009 must have 
been submitted to CMS by March 14, 
2008, the due date published in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66855). We 
received one request for review of the 
appropriateness of the ASC payment 
amount for insertion of a candidate IOL 
as a member of a new class of NTIOLs 
for CY 2009 by the March 14, 2008 due 
date. A summary of this request follows. 

Requestor: Rayner Surgical, Inc. 
Manufacturer: Rayner Intraocular 

Lenses Limited. 
Lens Model Number: C-flex IOL, 

Model Number 570C. 
Summary of the Request: Rayner 

Surgical, Inc. (Rayner) submitted a 
request for CMS to determine that its C- 
flex Model 570C intraocular lens meets 
the criteria for recognition as an NTIOL 
and to concurrently establish a new 

class of NTIOLs, with this lens as a 
member. As part of its request, Rayner 
submitted descriptive information about 
the candidate IOL as outlined in the 
guidance document that we make 
available on the CMS Web site for the 
establishment of a new class of NTIOLs, 
as well as information regarding 
approval of the candidate IOL by the 
U.S. Food and Drug Administration 
(FDA). This information included the 
approved labeling for the candidate 
lens, a summary of the IOL’s safety and 
effectiveness, a copy of the FDA’s 
approval notification, and instructions 
for its use. In addition, Rayner also 
submitted several peer-reviewed articles 
in support of its claim that the design 
features and hydrophilic properties of 
the candidate lens would reduce 
silicone oil adhesion and silicone oil- 
induced opacification. We note that we 
have previously considered other 
candidate IOLs for which ASC payment 
review was requested on the basis of 
their hydrophilic characteristics or their 
associated reduction in cellular 
deposits. We discussed these lenses in 

the December 20, 1999 and May 3, 2000 
NTIOL proposed and final rules 
published in the Federal Register (FR 
64 71148 through 71149 and 65 FR 
25738 through 25740, respectively). 

In its CY 2009 request, Rayner asserts 
that the design features and hydrophilic 
properties of the candidate lens would 
reduce silicone oil adhesion and 
silicone oil-induced opacification 
problems associated with FDA- 
approved IOL materials currently 
marketed in the United States. Rayner 
states that silicone oil is widely used as 
a tamponade in vitreoretinal surgery, 
and that silicone oil-induced 
opacification of an IOL, through 
adherence of the oil to the IOL surface, 
is a well-known surgical complication. 
Rayner also states that at present, there 
are no active or expired NTIOL classes 
that describe IOLs similar to its IOL. 

We established in the CY 2007 OPPS/ 
ASC final rule with comment period 
that when reviewing a request for 
recognition of an IOL as an NTIOL and 
a concurrent request to establish a new 
class of NTIOLs, we would base our 
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determination on consideration of the 
three major criteria that are outlined in 
the discussion above. We have begun 
our review of Rayner’s request to 
recognize its C-flex IOL as an NTIOL 
and concurrently establish a new class 
of NTIOLs. We are soliciting comments 
on this candidate IOL with respect to 
the established NTIOL criteria as 
discussed above. 

First, for an IOL to be recognized as 
an NTIOL we require that the IOL must 
have been approved by the FDA and 
claims of specific clinical benefits and/ 
or lens characteristics with established 
clinical relevance in comparison with 
currently available IOLs must have been 
approved by the FDA for use in labeling 
and advertising. We note that FDA 
approval for the candidate lens was 
granted in May of 2007 and in its 
request, Rayner provided FDA approval 
documentation, including a copy of the 
FDA’s approval notification, the FDA’s 
summary of the IOL’s safety and 
effectiveness, and the labeling approved 
by the FDA. The approved label for the 
Rayner C-flex states, ‘‘The hydrophilic 
nature of the Rayacryl material and the 
design features of the Rayner C-Flex 
lens reduce the problems of silicone oil 
adhesion and silicone oil opacification.’’ 
The FDA label does not otherwise 
reference specific clinical benefits or 
lens characteristics with established 
clinical relevance in comparison with 
currently available IOLs. Although the 
labeling reference to reduced 
‘‘problems’’ could imply clinical 
relevance and clinical benefits of the 
lens, the label does not indicate the 
specific clinical benefits associated with 
the lens. We are interested in public 
comments on the specific clinical 
benefits and/or lens characteristics with 
established clinical relevance in 
comparison with currently available 
IOLs that may be associated with the 
silicone adherence and silicone oil- 
induced opacification reducing 
characteristics of this candidate lens. 

Second, we also require that the 
candidate IOL not be described by an 
active or expired NTIOL class, that is, it 
does not share the predominant, class- 
defining characteristic associated with 
improved clinical outcomes with 
designated members of an active or 
expired NTIOL class. As noted in the 
table above regarding active and expired 
NTIOL classes, since implementation of 
the NTIOL review process that was 
established in the June 16, 1999 Federal 
Register, we have approved three 
classes of NTIOLs: Multifocal and 
Reduction in Preexisting Astigmatism 
classes, both of which were created in 
2000 and expired in 2005, and the 
currently active Reduced Spherical 

Aberration class, which was created in 
2006 and will expire in 2011. The class- 
defining characteristic specific to IOLs 
that are members of these classes is 
evident in the name assigned to the 
class. For example, IOLs recognized as 
members of the reduced spherical 
aberration class are characterized by 
their aspheric design that results in 
reduced spherical aberration. Please 
refer to the table above for information 
about the NTIOL classes that have been 
created since the implementation of the 
review process. Based on this 
information, the candidate lens may not 
be described by an active or expired 
NTIOL class. Its proposed class-defining 
characteristic and associated clinical 
benefits that were described in the 
submitted request, specifically the 
hydrophilic nature of the Rayacryl 
material and the design features of the 
C-flex lens to reduce problems with 
silicone oil adhesion and silicone oil- 
induced opacification, may not be 
similar to the class-defining 
characteristics and associated benefits of 
the two expired NTIOL classes, the 
Multifocal and Reduction in Preexisting 
Astigmatism classes, or to the class- 
defining characteristic and associated 
benefits of the currently active Reduced 
Spherical Aberration class. We welcome 
public comments that address whether 
the proposed class-defining 
characteristic and associated clinical 
benefits of the candidate Rayner IOL are 
described by the expired or currently 
active NTIOL classes. 

Third, our NTIOL evaluation criteria 
also require that an applicant submit 
evidence that demonstrates use of the 
IOL results in measurable, clinically 
meaningful, improved outcomes in 
comparison with use of currently 
available IOLs. We note that in the CY 
2007 OPPS/ASC final rule with 
comment period, we sought comments 
as to what constitutes currently 
available IOLs for purposes of such 
comparisons, and we received several 
comments in response to our 
solicitation (71 FR 68178). We agreed 
with commenters that we should remain 
flexible with respect to our view of 
‘‘currently available lenses’’ for 
purposes of reviewing NTIOL requests, 
in order to allow for consideration of 
technological advances in lenses over 
time. For purposes of reviewing this 
request to establish a new NTIOL class 
for CY 2009, we believe that foldable, 
spherical, monofocal IOLs made of 
acrylic, silicone, or 
polymethylmethacrylate materials 
represent the currently available lenses 
against which the candidate NTIOL to 
establish a new class should be 

compared. The Rayner request asserts 
that the hydrophilic material of the 
candidate lens with respect to silicone 
oil adhesion makes the lens a novel IOL 
in the U.S. market. We are seeking 
public comment on our view of 
‘‘currently available lenses’’ for the 
purposes of this CY 2009 review. 

We reviewed the four peer-reviewed 
articles submitted by Rayner with the 
request, specifically three bench studies 
of silicone oil coverage of various IOL 
materials and a single series of three 
clinical case histories where silicone oil 
adhesion was documented. The 
literature did not clearly provide 
information regarding the clinical 
benefit to patients who received the 
candidate lens in conjunction with 
cataract removal surgery compared to 
patients receiving currently available 
IOLs. As stated in the Rayner request, 
the potential benefits of the candidate 
lens would apply only to individuals 
undergoing vitreoretinal surgery, in 
which silicone oil was used as a 
tamponade at some time after insertion 
of the intraocular lens. The size and 
composition of this population that 
could potentially benefit is unclear, and 
it is also unclear how often and what 
other alternative tamponade materials 
may be employed in the U.S. relative to 
silicone oil. We welcome public 
comments and relevant data specifically 
addressing whether use of the Rayner 
C-flex IOL results in measurable, 
clinically meaningful, improved 
outcomes in comparison with use of 
currently available IOLs. 

In accordance with our established 
NTIOL review process, we are seeking 
public comments on all of the review 
criteria for establishing a new NTIOL 
class with the characteristic of reduced 
silicone oil-induced opacification based 
on the request for the Rayner C-flex IOL 
Model 570C lens. All comments on this 
request must be received by August 18, 
2008. The announcement of CMS’ 
determination regarding this request 
will appear in the CY 2009 OPPS/ASC 
final rule with comment period. If a 
determination of membership of the 
candidate lens in a new or currently 
active NTIOL class is made, this 
determination will be effective 30 days 
following the date that the final rule is 
published in the Federal Register. 

4. Proposed Payment Adjustment 
The current payment adjustment for a 

5-year period from the implementation 
date of a new NTIOL class is $50. In the 
CY 2007 OPPS/ASC final rule with 
comment period, we revised 
§ 416.200(a) through (c) to clarify how 
the IOL payment adjustment will be 
made and how an NTIOL will be paid 
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after expiration of the payment 
adjustment, as well as made minor 
editorial changes to § 416.200(d). For CY 
2008, we did not revise the current 
payment adjustment amount, and we 
are not proposing to revise the payment 
adjustment amount for CY 2009 in light 
of our very short experience with the 
revised ASC payment system, 
implemented initially on January 1, 
2008. 

5. Proposed ASC Payment for Insertion 
of IOLs 

In accordance with the final policies 
of the revised ASC payment system, for 
CY 2009 payment for IOL insertion 
procedures will be established 
according to the standard payment 
methodology of the revised payment 
system, which multiples the ASC 
conversion factor by the ASC payment 

weight for the surgical procedure to 
implant the IOL. CY 2009 ASC payment 
for the cost of a conventional lens will 
be packaged into the payment for the 
associated covered surgical procedures 
performed by the ASC. The proposed 
CY 2009 ASC payment rates for IOL 
insertion procedures are included in 
Table 44. 

TABLE 44.—INSERTION OF IOL PROCEDURES AND THEIR PROPOSED CY 2009 ASC PAYMENT RATES 

HCPCS 
code Long descriptor 

Proposed 
CY 2009 

ASC 
payment 

66983 ... Intracapsular cataract extraction with insertion of intraocular lens prosthesis (one stage procedure) ................................ $961.91 
66984 ... Extracapsular cataract removal with insertion of intraocular lens prosthesis (one stage procedure), manual or mechan-

ical technique (e.g., irrigation and aspiration or phacoemulsification).
961.91 

66985 ... Insertion of intraocular lens prosthesis (secondary implant), not associated with concurrent cataract removal ................. 890.22 
66986 ... Exchange of intraocular lens ................................................................................................................................................. 890.22 

F. Proposed ASC Payment and 
Comment Indicators 

1. Background 
In addition to the payment indicators 

that we introduced in the August 2, 
2007 final rule, we also created final 
comment indicators for the ASC 
payment system in the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66855). We created 
Addendum DD1 to define ASC payment 
indicators that we use in Addenda AA 
and BB to provide payment information 
regarding covered surgical procedures 
and covered ancillary services, 
respectively, under the revised ASC 
payment system. The ASC payment 
indicators in Addendum DD1 are 
intended to capture policy-relevant 
characteristics of HCPCS codes that may 
receive packaged or separate payment in 
ASCs, including: Their ASC payment 
status prior to CY 2008; their 
designation as device-intensive or 
office-based and the corresponding ASC 
payment methodology; and their 
classification as separately payable 
radiology services, brachytherapy 
sources, OPPS pass-through devices, 
corneal tissue acquisition services, 
drugs or biologicals, or NTIOLs. 

We also created Addendum DD2 that 
lists the ASC comment indicators. The 
ASC comment indicators used in 
Addenda AA and BB to the final rule 
with comment period will serve to 
identify, for the revised ASC payment 
system, the status of a specific HCPCS 
code and its payment indicator with 
respect to the timeframe when 
comments will be accepted. The 
comment indicator ‘‘NI’’ will be used in 
the final rule to indicate new HCPCS 

codes for which the interim payment 
indicator assigned is subject to 
comment. 

The ‘‘CH’’ comment indicator is used 
in Addenda AA and BB to this CY 2009 
proposed rule to indicate that: A new 
payment indicator (in comparison with 
the indicator for the CY 2008 ASC April 
quarterly update) is proposed for 
assignment to an active HCPCS code for 
the next calendar year; an active HCPCS 
code is proposed for addition to the list 
of procedures or services payable in 
ASCs; or an active HCPCS code is 
proposed for deletion at the end of the 
current calendar year. The ‘‘CH’’ 
comment indicators that are published 
in the final rule with comment period 
are provided to alert readers that a 
change has been made from one 
calendar year to the next, but do not 
indicate that the change is subject to 
comment. The full definitions of the 
comment indicators are provided in 
Addendum DD2 to this proposed rule. 

2. Proposed ASC Payment and 
Comment Indicators 

We are proposing to revise the 
definition of one ASC payment 
indicator for CY 2009. We are proposing 
that the definition of payment indicator 
‘‘F4’’ would be changed from ‘‘Corneal 
tissue acquisition; paid at reasonable 
cost’’ to ‘‘Corneal tissue acquisition, 
hepatitis B vaccine; paid at reasonable 
cost’’ for CY 2009 as displayed in 
Addendum DD1 to this proposed rule. 
While we did not include hepatitis B 
vaccine HCPCS codes in Addendum BB 
to the CY 2008 OPPS/ASC final rule 
with comment period, we consider 
these vaccines to be separately payable 
drugs under the OPPS, and the revised 

ASC payment system policy provides 
the same payment for covered ancillary 
drugs and biologicals as would be made 
under the OPPS (72 FR 42501). Under 
the OPPS, these hepatitis B vaccines are 
proposed for CY 2009 payment at 
reasonable cost and, therefore, for the 
ASC payment system, we are proposing 
to include hepatitis B vaccines in the 
payment indicator definition of ‘‘F4’’ for 
CY 2009. 

G. Calculation of the ASC Conversion 
Factor and ASC Payment Rates 

1. Background 

In the August 2, 2007 final rule, we 
made final our proposal to base ASC 
relative payment weights and payment 
rates under the revised ASC payment 
system on APC groups and relative 
payment weights (72 FR 42493). 
Consistent with that policy and the 
requirement at section 1833(i)(2)(D)(ii) 
of the Act that the revised payment 
system be implemented so that it would 
be budget neutral, the initial ASC 
conversion factor (CY 2008) was 
calculated so that estimated total 
Medicare payments under the revised 
ASC payment system in the first year 
would be budget neutral to estimated 
total Medicare payments under the 
existing (CY 2007) ASC payment 
system. That is, application of the ASC 
conversion factor was designed to result 
in aggregate expenditures under the 
revised ASC payment system in CY 
2008 equal to aggregate expenditures 
that would have occurred in CY 2008 in 
the absence of the revised system, taking 
into consideration the cap on payments 
in CY 2007 as required under section 
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1833(i)(2)(E) of the Act (72 FR 42521 
through 42522). 

We note that we consider the term 
‘‘expenditures’’ in the context of the 
budget neutrality requirement under 
section 1833(i)(2)(D)(ii) of the Act to 
mean expenditures from the Medicare 
Part B Trust Fund. We do not consider 
expenditures to include beneficiary 
coinsurance and copayments. This 
distinction was important for the CY 
2008 ASC budget neutrality model that 
considered payments across hospital 
outpatient, ASC, and MPFS payment 
systems. However, because coinsurance 
is almost always 20 percent for ASC 
services, this interpretation of 
expenditures has minimal impact for 
subsequent budget neutrality 
adjustments calculated within the 
revised ASC payment system. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66857 
through 66858), we set out a step-by- 
step illustration of the final budget 
neutrality adjustment calculation based 
on the methodology finalized in the 
August 2, 2007 final rule (72 FR 42521 
through 42531) and as applied to 
updated data available for the CY 2008 
OPPS/ASC final rule with comment 
period. The application of that 
methodology to the data available for 
the CY 2008 OPPS/ASC final rule with 
comment period resulted in a budget 
neutrality adjustment of 0.65. 

For CY 2008, we adopted the OPPS 
relative payment weights for most 
services as the ASC relative payment 
weights and, consistent with the final 
policy, we calculated the CY 2008 ASC 
payment rates by multiplying the ASC 
relative payment weights by the CY 
2008 ASC conversion factor of $41.401. 
For covered office-based surgical 
procedures and covered ancillary 
radiology services, the final policy is to 
set the relative payment weights so that 
the national unadjusted ASC payment 
rate does not exceed the MPFS 
unadjusted nonfacility PE RVU amount. 
Further, as discussed in section XV.F. of 
this proposed rule, in addition to the 
standard payment methodology, we also 
adopted several other alternative 
payment methods for specific types of 
services (for example, device-intensive 
procedures). 

Beginning in CY 2008, Medicare 
accounts for geographic wage variation 
in labor cost when calculating 
individual ASC payments by applying 
the pre-floor and pre-reclassified 
hospital wage index values that CMS 
calculates for payment and updated 
Core Based Statistical Areas (CBSAs) 
issued by the Office of Management and 
Budget in June 2003. This is the same 
wage index that is used to adjust for 

geographic differences in labor costs in 
all Medicare payment systems except 
the IPPS and the OPPS. As discussed in 
the August 2, 2007 final rule (72 FR 
42518), the revised ASC payment 
system accounts for geographic wage 
variation when calculating individual 
ASC payments by applying the pre-floor 
and pre-reclassified hospital wage index 
to the labor-related portion, which is 50 
percent of the ASC payment amount. 

We note that as part of our review of 
the hospital wage index, in accordance 
with section 106(b)(1) of the MIEA– 
TRHCA, CMS has initiated a research 
contract that will evaluate the 
application of the hospital wage index 
in non-inpatient settings (73 FR 23618). 
For further information, see the 
discussion in the FY 2009 IPPS 
proposed rule. 

2. Proposed Policy Regarding 
Calculation of the ASC Payment Rates 

a. Updating the ASC Relative Payment 
Weights for CY 2009 and Future Years 

We update the ASC relative payment 
weights in the revised ASC payment 
system each year using the national 
OPPS relative payment weights (and 
MPFS nonfacility PE RVU amounts, as 
applicable) for that same calendar year 
and uniformly scale the ASC relative 
payment weights for each update year to 
make them budget neutral (72 FR 42531 
through 42532). Consistent with our 
established policy, we are proposing to 
scale the CY 2009 relative payment 
weights for ASCs according to the 
following method. Holding ASC 
utilization and the mix of services 
constant from CY 2007, for CY 2009, we 
would compare the total payment 
weight using the CY 2008 ASC relative 
payment weights under the 75/25 blend 
(of the CY 2007 payment rate and the 
revised ASC payment rate) with the 
total payment weight using the CY 2009 
ASC relative payment weights under the 
50/50 blend (of the CY 2007 ASC 
payment rate and the revised ASC 
payment rate) to take into account the 
changes in the OPPS relative payment 
weights between CY 2008 and CY 2009. 
We would use the ratio of CY 2008 to 
CY 2009 total payment weight (the 
weight scaler) to scale the ASC relative 
payment weights for CY 2009. The 
proposed ASC scaler is 0.9753 and 
scaling of ASC relative payment weights 
would apply to covered surgical 
procedures and covered ancillary 
radiology services whose ASC payment 
rates are based on OPPS relative 
payment weights. Scaling would not 
apply in the case of ASC payment for 
separately payable covered ancillary 
services that have a predetermined 

national payment amount (that is, their 
national ASC payment amounts are not 
based on OPPS relative payment 
weights), such as drugs and biologicals 
or brachytherapy sources that are 
separately paid under the OPPS or 
services that are contractor-priced or 
paid at reasonable cost in ASCs. Any 
service with a predetermined national 
payment amount would be included in 
the ASC budget neutrality comparison, 
but scaling of the ASC relative payment 
weights would not apply to those 
services. The ASC payment weights for 
those services without predetermined 
national payment amounts (that is, 
those services with national payment 
amounts that would be based on OPPS 
relative payment weights if a payment 
limitation did not apply) would be 
scaled to eliminate any difference in the 
total payment weight between the 
current year and the update year. 

The proposed weight scaler used to 
model ASC fully implemented rates in 
order to reflect our estimate of rates if 
there was no transition for CY 2009 is 
equal to 0.9412. This scaler was applied 
to all payment weights subject to 
scaling, in order to estimate the fully 
implemented payment rates for CY 2009 
without the transition, for purposes of 
the ASC impact analysis discussed in 
section XXI.D. of this proposed rule. 

For any given year’s ratesetting, we 
typically use the most recent full 
calendar year of claims data to model 
budget neutrality adjustments. We 
currently have 95 percent of CY 2007 
ASC claims data available for this 
proposed rule. These claims do not 
include new covered surgical 
procedures and covered ancillary 
services under the revised ASC payment 
system that were first payable in ASCs 
in CY 2008 and only contain data for 
ASC services billed in CY 2007 that 
were eligible to receive payment under 
the previous ASC payment system. We 
do not have sufficiently robust CY 2008 
ASC claims data upon which to base the 
CY 2009 ASC payment system update. 
Therefore, for CY 2009 budget neutrality 
adjustments, we assume that there 
would be no significant change in the 
weight scaler or wage adjustment 
attributable to new covered surgical and 
covered ancillary services. 

To create an analytic file to support 
calculation of the weight scaler and 
budget neutrality adjustment for the 
wage index (discussed below), we 
summarized available CY 2007 ASC 
claims by provider and by HCPCS code. 
We defined a unique supplier identifier 
solely for the purpose of identifying 
unique providers within the CY 2007 
claims data. We used the provider zip 
code reported on the claim to associate 
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state, county, and CBSA with each ASC. 
This file, available to the public as a 
supporting data file for this proposed 
rule, is posted on the CMS Web site at: 
http://www.cms.hhs.gov/ASCPayment/ 
01_Overview.asp#TopOfPage. 

b. Updating the ASC Conversion Factor 
Under the OPPS, we typically apply 

a budget neutrality adjustment for 
provider-level changes, most notably a 
change in the wage index for the 
upcoming year, to the conversion factor. 
For the CY 2009 ASC payment system, 
we are proposing to calculate and apply 
the pre-floor and pre-reclassified 
hospital wage index that is used for ASC 
payment adjustment to the ASC 
conversion factor, just as the OPPS wage 
index adjustment is calculated and 
applied to the OPPS conversion factor. 
For CY 2009, we calculated this 
proposed adjustment for the revised 
ASC payment system by using the most 
recent CY 2007 claims data available 
and estimating the difference in total 
payment that would be created by 
introducing the CY 2009 pre-floor and 
pre-reclassified hospital wage index. 
Specifically, holding CY 2007 ASC 
utilization and service-mix and CY 2009 
national payment rates after application 
of the weight scaler constant, we 
calculated the total adjusted payment 
using the CY 2008 pre-floor and pre- 
reclassified hospital wage index and a 
total adjusted payment using the 
proposed CY 2009 pre-floor and pre- 
reclassified hospital wage index. We 
used the 50-percent labor that we 
finalized for the revised ASC payment 
system in CY 2008 for both total 
adjusted payment calculations. We then 
compared the total adjusted payment 
calculated with the CY 2008 pre-floor 
and pre-reclassified hospital wage index 
to the total adjusted payment calculated 
with the proposed CY 2009 pre-floor 
and pre-reclassified hospital wage index 
and applied the resulting ratio of 0.9996 
(the ASC wage index budget neutrality 
adjustment) to the CY 2008 ASC 
conversion factor to calculate the CY 
2009 ASC conversion factor. 

Section 1833(i)(2)(C) of the Act 
requires that, if the Secretary has not 
updated the ASC payment amounts in a 
calendar year after CY 2009, the 
payment amounts shall be increased by 
the percentage increase in the Consumer 
Price Index for All Urban Consumer 
(CPI–U) as estimated by the Secretary 
for the 12-month period ending with the 
midpoint of the year involved. 
Therefore, as discussed in the August 2, 
2007 final rule, we adopted a final 
policy to update the ASC conversion 
factor using the CPI–U in order to adjust 
ASC payment rates for inflation (72 FR 

42518 through 42519). We will 
implement the annual updates through 
an adjustment to the conversion factor 
under the revised ASC payment system 
beginning in CY 2010 when the 
statutory requirement for a zero update 
no longer applies. Therefore, for CY 
2009, we are only proposing to update 
the ASC conversion factor with the 
budget neutrality adjustment due to the 
revised CY 2009 pre-floor and pre- 
reclassified hospital wage index, 
resulting in a proposed CY 2009 ASC 
conversion factor of $41.384, which is 
the product of $41.401 multiplied by 
0.9996. 

3. Display of Proposed ASC Payment 
Rates 

Addenda AA and BB to this proposed 
rule display the proposed updated ASC 
payment rates for CY 2009 for covered 
surgical procedures and covered 
ancillary services, respectively. These 
addenda contain several types of 
information related to the proposed CY 
2009 payment rates. Specifically, in 
Addendum AA, the column titled 
‘‘Subject to Multiple Procedure 
Discounting’’ indicates whether a 
surgical procedure would be subject to 
the multiple procedure payment 
reduction policy. As discussed in the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66829 through 
66830), most covered surgical 
procedures are subject to a 50-percent 
reduction in the ASC payment for the 
lower-paying procedure when more 
than one procedure is performed in a 
single operative session. Display of the 
comment indicator ‘‘CH’’ in the column 
titled ‘‘Comment Indicator’’ indicates a 
proposed change in payment policy for 
the item or service, including 
identifying new or discontinued HCPCS 
codes, designating items or services 
newly proposed for payment under the 
ASC payment system, and identifying 
items or services with a proposed 
change in the ASC payment indicator 
for CY 2009. The column titled ‘‘CY 
2009 Second Year Transition Payment 
Weight’’ is the relative transition 
payment weight for the service. CY 2009 
is the second year of a 4-year transition 
to ASC payment rates calculated 
according to the standard methodology 
of the revised ASC payment system. As 
proposed, the CY 2009 ASC payment 
rates for the covered surgical procedures 
subject to transitional payment 
(payment indicators ‘‘A2’’ and ‘‘H8’’ in 
Addendum AA) are based on a blend of 
50 percent of the CY 2007 ASC payment 
weight for the procedure and 50 percent 
of the proposed CY 2009 fully 
implemented ASC weight before scaling 
for budget neutrality, calculated 

according to the standard methodology. 
The payment weights for all covered 
surgical procedures and covered 
ancillary radiology services whose ASC 
payment rates are based on OPPS 
relative payment weights are scaled for 
budget neutrality. Thus, scaling was not 
applied for the device portion of the 
device-intensive procedures, services 
that are paid at the MPFS nonfacility PE 
RVU amount, separately payable 
covered ancillary services that have a 
predetermined national payment 
amount, such as drugs, biologicals, and 
brachytherapy sources that are 
separately paid under the OPPS or 
services that are contractor-priced or 
paid at reasonable cost in ASCs. 

To derive the proposed CY 2009 
payment rate displayed in the ‘‘CY 2009 
Second Year Transition Payment’’ 
column, each ASC payment weight in 
the ‘‘CY 2009 Second Year Transition 
Payment Weight’’ column is multiplied 
by the proposed CY 2009 ASC 
conversion factor of $41.384, that 
includes a budget neutrality adjustment 
for changes in the wage index. Items 
and services with a predetermined 
national payment amount, such as 
separately payable drugs and biologicals 
displayed in Addendum BB to this 
proposed rule, may not show a relative 
payment weight. The ‘‘CY 2009 Second 
Year Transition Payment’’ column 
displays the proposed CY 2009 national 
unadjusted ASC payment rates for all 
items and services. The proposed CY 
2009 ASC payment rates for separately 
payable drugs and biologicals are based 
on ASP data used for payment in 
physicians’ offices in April 2008. 

XVI. Reporting Quality Data for Annual 
Payment Rate Updates 

A. Background 

1. Reporting Hospital Outpatient 
Quality Data for Annual Payment 
Update 

Section 109(a) of the MIEA–TRHCA 
(Pub. L. 109–432) amended section 
1833(t) of the Act by adding a new 
subsection (17) that affects the payment 
rate update applicable to OPPS 
payments for services furnished by 
hospitals in outpatient settings on or 
after January 1, 2009. Section 
1833(t)(17)(A) of the Act, which applies 
to hospitals as defined under section 
1886(d)(1)(B) of the Act, requires that 
hospitals that fail to report data required 
for the quality measures selected by the 
Secretary in the form and manner 
required by the Secretary under section 
1833(t)(17)(B) of the Act will incur a 
reduction in their annual payment 
update factor by 2.0 percentage points. 
Section 1833(t)(17)(B) of the Act 
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requires that hospitals submit quality 
data in a form and manner, and at a time 
that the Secretary specifies. Sections 
1833(t)(17)(C)(i) and (ii) of the Act 
require the Secretary to develop 
measures appropriate for the 
measurement of the quality of care 
(including medication errors) furnished 
by hospitals in outpatient settings and 
that these measures reflect consensus 
among affected parties and, to the extent 
feasible and practicable, include 
measures set forth by one or more 
national consensus building entities. 
The Secretary is not prevented from 
selecting measures that are the same as 
(or a subset of) the measures for which 
data are required to be submitted under 
section 1886(b)(3)(B)(viii) of the Act for 
the IPPS Reporting Hospital Quality 
Data for Annual Payment Update 
(RHQDAPU) program. Section 
1833(t)(17)(D) of the Act gives the 
Secretary the authority to replace 
measures or indicators as appropriate, 
such as when all hospitals are 
effectively in compliance or when the 
measures or indicators have been 
subsequently shown not to represent the 
best clinical practice. Section 
1833(t)(17)(E) of the Act requires the 
Secretary to establish procedures for 
making data submitted available to the 
public. Such procedures must give 
hospitals the opportunity to review data 
before these data are released. 

In the CY 2007 OPPS/ASC final rule 
with comment period (71 FR 68189), we 
indicated our intent to establish an 
OPPS payment program modeled after 
the current IPPS RHQDAPU program. 
We stated our belief that the quality of 
hospital outpatient services would be 
most appropriately and fairly rewarded 
through the reporting of quality 
measures developed specifically for 
application in the hospital outpatient 
setting. We agreed that assessment of 
hospital outpatient performance would 
ultimately be most appropriately based 
on reporting of hospital outpatient 
measures developed specifically for this 
purpose. We stated our intent to 
implement the full OPPS payment rate 
update beginning in CY 2009 based 
upon hospital reporting of quality data 
beginning in CY 2008, using effective 
measures of the quality of hospital 
outpatient care that have been carefully 
developed and evaluated, and endorsed 
as appropriate, with significant input 
from stakeholders. 

The amendments to the Act made by 
section 109(a) of the MIEA–TRHCA are 
consistent with our intent and direction 
outlined in the CY 2007 OPPS/ASC 
final rule with comment period. Under 
these amendments, we were statutorily 
required to establish a program under 

which hospitals would report data on 
the quality of hospital outpatient care 
using standardized measures of care in 
order to receive the full annual update 
to the OPPS payment rate, effective for 
payments beginning in CY 2009. We 
refer to the program established under 
these amendments as the Hospital 
Outpatient Quality Data Reporting 
Program (HOP QDRP). 

In reviewing the measures currently 
available for care in the hospital 
outpatient settings, we continue to 
believe that it would be most 
appropriate and desirable to use 
measures that specifically apply to the 
hospital outpatient setting. In other 
words, we do not believe that we should 
simply, without further analysis, adopt 
the IPPS RHQDAPU program measures 
as the measures for the HOP QDRP. 
Nonetheless, we note that section 
1833(t)(17)(C)(ii) of the Act allows the 
Secretary to ‘‘[select] measures that are 
the same as (or a subset of) the measures 
for which data are required to be 
submitted’’ under the IPPS RHQDAPU 
program. We invite comment on 
whether we should select for the HOP 
QDRP some or all measures from the 
current RHQDAPU program measure set 
that apply to the outpatient setting. In 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66860), we 
established a separate reporting 
program, and adopted quality measures 
that were deemed appropriate for 
measuring hospital outpatient quality of 
care that reflected consensus among 
affected parties, and were set forth by 
one or more national consensus 
building entities. 

2. Reporting ASC Quality Data for 
Annual Payment Update 

Section 109(b) of the MIEA–TRHCA 
amended section 1833(i) of the Act by 
adding new sections 1833(i)(2)(D)(iv) 
and 1833(i)(7) to the Act. These 
amendments may affect ASC payments 
for services furnished in ASC settings 
on or after January 1, 2009. Section 
1833(i)(2)(D)(iv) of the Act authorizes 
the Secretary to implement the revised 
payment system for services furnished 
in ASCs (established under section 
1833(i)(2)(D) of the Act), ‘‘so as to 
provide for a reduction in any annual 
payment increase for failure to report on 
quality measures * * *.’’ 

Section 1833(i)(7)(A) of the Act 
authorizes the Secretary to provide that 
any ASC that fails to report data 
required for the quality measures 
selected by the Secretary in the form 
and manner required by the Secretary 
under section 1833(i)(7) of the Act will 
incur a reduction in any annual 
payment update of 2.0 percentage 

points. Section 1833(i)(7)(A) of the Act 
also specifies that a reduction for one 
year cannot be taken into account in 
computing the ASC update for a 
subsequent calendar year. 

Section 1833(i)(7)(B) of the Act 
provides that, ‘‘except as the Secretary 
may otherwise provide,’’ the hospital 
outpatient quality data provisions of 
section 1833(t)(17)(B) through (E) of the 
Act, summarized above, shall apply to 
ASCs. We did not implement an ASC 
quality reporting program for CY 2008 
(72 FR 66875). 

We refer readers to section XVI.H. of 
this proposed rule for a discussion of 
our proposal to implement ASC quality 
data reporting in a later rulemaking. 

B. Hospital Outpatient Quality Measures 
for CY 2009 

For the CY 2009 annual payment 
update, we required HOP QDRP 
reporting using 7 quality measures—5 
Emergency Department measures plus 2 
Perioperative Care measures. These 
measures address care provided to a 
large number of adult patients in 
hospital outpatient settings, across a 
diverse set of conditions, and were 
selected for the initial set of HOP QDRP 
measures based on their relevance as a 
set to all hospital outpatient 
departments. 

The five Emergency Department 
measures capture the quality of 
outpatient care in hospital emergency 
departments (EDs), specifically for those 
adult patients with acute myocardial 
infarction (AMI) who are treated and 
then transferred to another facility for 
further care. These patients receive 
many of the same interventions as 
patients who are evaluated and 
admitted at the same facility. Three of 
these five measures are currently 
reported under the IPPS RHQDAPU 
program, and are published on the 
Hospital Compare Web site at: http:// 
www.HospitalCompare.hhs.gov. 
Transferred AMI patients are currently 
not included in the calculation of the 
inpatient AMI measures because of 
differences in data collection and 
reporting for this patient group. The 
processes of care encompassed by these 
measures address care on arrival, the 
promptness of interventions, and 
discharge care for patients presenting to 
a hospital with an AMI. 

In addition to the five ED-AMI 
measures, we required reporting of two 
measures related to surgical care 
improvement. These two surgical care 
improvement measures derived from the 
Physician Quality Reporting Initiative 
(PQRI) are directly related to 
interventions provided in the outpatient 
setting. 
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Specifically, in order for hospitals to 
receive the full OPPS payment update 
for services furnished in CY 2009, in the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66860) we 
required that subsection (d) hospitals 
paid under the OPPS submit data on the 
following 7 measures as designated 
below, effective with hospital outpatient 
services furnished on or after April 1, 
2008: 

QUALITY MEASURE 

ED–AMI–1—Aspirin at Arrival. 
ED–AMI–2—Median Time to Fibrinolysis. 
ED–AMI–3—Fibrinolytic Therapy Received 

within 30 Minutes of Arrival. 
ED–AMI–4—Median Time to Electrocardio-

gram (ECG). 
ED–AMI–5: Median Time to Transfer for Pri-

mary PCI. 
PQRI #20: Perioperative Care: Timing of An-

tibiotic Prophylaxis. 
PQRI #21: Perioperative Care: Selection of 

Perioperative Antibiotic. 

C. Proposed Quality Measures for CY 
2010 and Subsequent Calendar Years 
and Proposed Process to Update 
Measures 

1. Proposed Quality Measures for CY 
2010 Payment Determinations 

For CY 2010, we are proposing to 
require continued submission of data on 
the existing 7 measures discussed above 
and to adopt 4 imaging measures. We 
propose to designate the existing 7 
measures as follows: 

CY 2009 QUALITY MEASURES WITH 
PROPOSED CY 2010 DESIGNATIONS 

Current 
designation 

Proposed quality measure 
designation 

ED–AMI–2 .... OP–1: Median Time to 
Fibrinolysis. 

ED–AMI–3 .... OP–2: Fibrinolytic Therapy 
Received Within 30 Min-
utes. 

ED–AMI–5 .... OP–3: Median Time to Trans-
fer to Another Facility for 
Acute Coronary Interven-
tion. 

ED–AMI–1 .... OP–4: Aspirin at Arrival. 
ED–AMI–4 .... OP–5: Median Time to ECG. 
PQRI #20 ..... OP–6: Timing of Antibiotic 

Prophylaxis. 
PQRI #21 ..... OP–7: Prophylactic Antibiotic 

Selection for Surgical Pa-
tients. 

The 4 imaging measures that we are 
proposing to adopt beginning with the 
CY 2010 payment determination are 
claims-based measures that CMS can 
calculate using Medicare Part B claims 
data without imposing on hospitals the 
burden of additional chart abstraction. 
For purposes of the CY 2010 payment 
determination, CMS will calculate these 
measures using CY 2008 Medicare 
administrative claims data. 

The proposed imaging measures are 
based on clinical evidence that, we 
believe, promote efficient and high 
quality patient care. MedPAC has 
expressed concern about potential 
overuse of imaging services based upon 
the rapid growth in the volume of usage 
over the last 5 years. Because of growing 
concerns regarding overuse of imaging 
services, CMS has developed and is now 
proposing 4 imaging measures which 
measure high quality, efficient use of 
services for the outpatient setting. 
Efficiency has been identified as an 
important area of development by the 
Institute of Medicine (IOM). 

PROPOSED ADDITIONAL QUALITY MEASURES FOR CY 2010 

Topic Measure 

Imaging Efficiency .............. OP–8: MRI Lumbar Spine for Low Back Pain. 
OP–9: Mammography Follow-up Rates. 
OP–10: Abdomen CT—Use of Contrast Material: 
• OP–10: CT Abdomen—Use of Contrast Material. 
• OP–10a: CT Abdomen—Use of Contrast Material excluding calculi of the kidneys, ureter, and/or urinary tract. 
• OP–10b: CT Abdomen—Use of Contrast Material for diagnosis of calculi in the kidneys, ureter, and/or urinary 

tract. 
OP–11: Thorax CT—Use of Contrast Material. 

We invite public comment on these 4 
proposed imaging measures which have 
been submitted to the NQF for 
consideration. The NQF is one example 
of a voluntary consensus building 
entity, thus, meeting the requirement to 
include measures set forth by one or 
more such entities for use in HOP QDRP 
reporting as stipulated in section 
1833(t)(17)(C)(i) of the Act. 

While we are required under section 
1833(t)(17)(C)(i) of the Act to develop 
measures appropriate for the 
measurement of the quality of care 
furnished by hospitals in hospital 
outpatient settings, it is also our intent 
to consider, when developing these 
measures, whether they can be 
‘‘harmonized’’ with measures that can 
be or are already adopted in the context 

of comparable inpatient and ambulatory 
care. In other words, it is CMS’ intent 
to harmonize measures that assess the 
care that is given across settings and 
providers and to use the same measure 
specifications based on clinical 
evidence and guidelines for the care 
being assessed regardless of provider 
and setting. The goal of harmonization 
is to assure that comparable care in 
different settings can be evaluated in 
similar ways, which further assures that 
quality measurement can focus more on 
the needs of a patient with a particular 
condition than on the specific program 
or policy attributes of the setting in 
which the care is provided. 

2. Proposed Process for Updating 
Measures 

Although we adopt measures through 
the rulemaking process, we are 
proposing to establish a sub-regulatory 
process that will allow us to update the 
technical specifications that we use to 
calculate those measures when we 
believe such updates are warranted 
based on scientific evidence and 
guidance from a consensus building 
entity such as the NQF. We believe that 
the establishment of such a sub- 
regulatory process is necessary so that 
the HOP QDRP measures are calculated 
based on the most up-to-date scientific 
and consensus standards. We also 
recognize that neither scientific 
advances nor updates to measure 
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specifications made by a consensus 
building entity are linked to the timing 
of regulatory actions. An example of 
changes that would prompt us to update 
a measure would be a change in 
antibiotic selection and/or timing (see 
measures with proposed designations of 
OP–6 and OP–7) based on updated 
clinical guidelines or best practices. 

Therefore, we are proposing that 
when a consensus building entity such 
as the NQF updates the measure 
specifications for a measure that we 
have adopted for the HOP QDRP 
program, we will update our measure 
specifications for that measure 
accordingly. We will provide 
notification of the measure specification 
updates on the QualityNet Web site, 
http://www.qualitynet.org, and in the 
CMS Hospital Outpatient Quality 
Measures Specifications Manual 
(Specifications Manual) no less than 

three months before any changes 
become effective for purposes of 
reporting under the HOP QDRP. We are 
inviting public comments on this 
proposal. 

3. Possible New Quality Measures for 
CY 2011 and Subsequent Calendar 
Years 

We are seeking comment on possible 
new quality measures for CY 2011 and 
subsequent calendar years. The 
following table contains a list of 18 
measures included within 9 measure 
sets from which additional quality 
measures could be selected for inclusion 
in the HOP QDRP. This table includes 
measures and measure sets that are part 
of clinical topics for which we currently 
do not require quality measure data 
reporting, such as cancer. We note that 
we sought comment on some of these 
measures in the CY 2008 OPPS/ASC 

proposed rule. We are seeking public 
comment on the measures and measure 
sets that are listed below as well as on 
any possible critical gaps or missing 
measures or measure sets. We 
specifically request input concerning 
the following: 

• Which of the measures or measure 
sets should be included in the HOP 
QDRP for CY 2011 or subsequent 
calendar years? 

• What challenges for data collection 
and reporting are posed by the 
identified measures and measure sets? 

• What improvements could be made 
to data collection or reporting that might 
offset or otherwise address those 
challenges? 

We are soliciting public comment on 
the following measure sets and 
measures for consideration in CY 2011 
and subsequent calendar years. 

MEASURES UNDER CONSIDERATION FOR CY 2011 AND SUBSEQUENT CALENDAR YEARS 

Topic Measure 

Cancer .................................. 1. Radiation Therapy is Administered within 1 Year of Diagnosis for Women Under Age 70 Receiving Breast Con-
serving Surgery for Breast Cancer.* 

2. Adjuvant Chemotherapy is Considered or Administered within 4 Months of Surgery to Patients Under Age 80 
with AJCC III Colon Cancer.* 

3. Adjuvant Hormonal Therapy for Patients with Breast Cancer.* 
4. Needle Biopsy to Establish Diagnosis of Cancer Precedes Surgical Excision/Resection.* 

ED Throughput ..................... 5. Median Time from ED Arrival to ED Departure for Discharged ED Patients. 
Diabetes ............................... 6. Low Density Lipoprotein Control in Type 1 or 2 Diabetes Mellitus.* 

7. High Blood Pressure Control in Type 1 or 2 Diabetes Mellitus.* 
Falls ...................................... 8. Screening for Fall Risk.* 
Depression ........................... 9. Antidepressant Medication During Acute Phase for Patients with New Episode of Major Depression.* 
Stroke & Rehabilitation ........ 10. Computed Tomography (CT) or Magnetic Resonance Imaging (MRI) Reports.* 

11. Carotid Imaging Reports.* 
Osteo .................................... 12. Communication with the Physician Managing Ongoing Care Post Fracture.* 

13. Screening or Therapy for Women Aged 65 Years and Older.* 
14. Pharmacologic Therapy.* 
15. Management Following a Fracture.* 

Medication Reconciliation .... 16. Medication Reconciliation.* 
Respiratory ........................... 17. Asthma Pharmacological Therapy.* 

18. Assessment of Mental Status for Community Acquired Pneumonia.* 

* One of the 30 measures included as ‘‘under consideration’’ in the CY 2008 OPPS/ASC proposed rule. 

We welcome suggestions regarding 
other additional measures and topics 
relevant to the hospital outpatient 
setting that we could use to further 
develop the measure set, and are 
particularly interested in receiving 
comments on potential HOP QDRP 
measures that could be used to measure 
the quality of care in other settings 
(such as hospital inpatient, physician 
office, and emergency care settings) and, 
thus, contribute to improved 
coordination and harmonization of high 
quality patient care. 

D. Proposed Payment Reduction for 
Hospitals That Fail To Meet the HOP 
QDRP Requirements for the CY 2009 
Payment Update 

1. Background 
Section 1833(t)(17)(A) of the Act, 

which applies to hospitals as defined 
under section 1886(d)(1)(B) of the Act, 
requires that hospitals that fail to report 
data required for the quality measures 
selected by the Secretary, in the form 
and manner required by the Secretary 
under section 1833(t)(17)(B) of the Act, 
incur a 2.0 percentage point reduction 
to their OPD fee schedule increase 
factor, that is, the annual payment 
update factor. Section 1833(t)(17)(A)(ii) 
of the Act specifies that any reduction 
would apply only to the payment year 

involved and would not be taken into 
account in computing the applicable 
OPD fee schedule increase factor for a 
subsequent payment year. 

This section discusses how the 
proposed payment reduction for failure 
to meet the administrative, data 
collection and submission requirements 
of the HOP QDRP will affect the CY 
2009 payment update applicable to 
OPPS payments for HOPD services 
furnished by the hospitals defined 
under section 1886(d)(1)(B) of the Act to 
which the program applies. The 
application of a reduced OPD fee 
schedule increase factor results in 
reduced national unadjusted payment 
rates that will apply to certain 
outpatient items and services provided 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00128 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2

http://www.qualitynet.org


41543 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

by hospitals that are required to report 
outpatient quality data and that fail to 
meet the HOP QDRP requirements. All 
other hospitals paid under the CY 2009 
OPPS will receive the full OPPS 
payment update without the reduction. 

2. Proposed Reduction of OPPS 
Payments for Hospitals That Fail To 
Meet the HOP QDRP CY 2009 Payment 
Update Requirements 

a. Calculation of Reduced National 
Unadjusted Payment Rates 

The national unadjusted payment 
rates for many services paid under the 
OPPS equal the product of the OPPS 
conversion factor and the scaled relative 
weight for the APC to which the service 
is assigned. The OPPS conversion factor 
is updated annually by the OPD fee 
schedule increase factor. The 
conversion factor is used to calculate 
the OPPS payment rate for services with 
the following status indicators (listed in 
Addendum B to this proposed rule): 
‘‘P,’’ ‘‘Q1,’’ ‘‘Q2,’’ ‘‘Q3,’’ ‘‘R,’’ ‘‘S,’’ ‘‘T,’’ 
‘‘U,’’ ‘‘V,’’ or ‘‘X.’’ We are proposing that 
payment for all services assigned the 
status indicators listed above would be 
subject to the reduction of the national 
unadjusted payment rates for applicable 
hospitals, with the exception of services 
assigned to New Technology APCs. 
While services assigned to New 
Technology APCs, specifically APCs 
1491 (New Technology-Level IA ($0– 
$10)) through 1574 (New Technology- 
Level XXXVII ($9,500–$10,000)), are 
assigned status indicator ‘‘S’’ or ‘‘T,’’ the 
payment rates for New Technology 
APCs are set at the mid-point of a cost 
band increment, rather than based on 
the product of the OPPS conversion 
factor and relative payment weight. 
Therefore, we are proposing to exclude 
services assigned to New Technology 
APCs from the list of services that are 
subject to the reduced national 
unadjusted payment rates because the 
OPD fee schedule increase factor is not 
used to update the payment rates for 
these APCs. 

The conversion factor is also not used 
to calculate the OPPS payment rates for 
separately payable services that are 
assigned status indicators other than 
status indicators ‘‘P,’’ ‘‘Q1,’’ ‘‘Q2,’’ 
‘‘Q3,’’ ‘‘R,’’ ‘‘S,’’ ‘‘T,’’ ‘‘U,’’ ‘‘V,’’ or ‘‘X.’’ 
These services include separately 
payable drugs and biologicals, 
separately payable therapeutic 
radiopharmaceuticals, pass-through 
drugs and devices that are paid at 
charges adjusted to cost, and a few other 
specific services that receive cost-based 
payment. As a result, we are also 
proposing that the OPPS payment rates 
for these services would not be reduced 

because the payment rates for these 
services are not calculated using the 
conversion factor and, therefore, the 
payment rates for these services are not 
updated by the OPD fee schedule 
increase factor. 

The OPD fee schedule increase factor, 
or market basket update, is an input into 
the OPPS conversion factor, which is 
used to calculate OPPS payment rates. 
To implement the requirement to reduce 
the market basket update for hospitals 
that fail to meet reporting requirements, 
we are proposing that, effective for 
services paid under the CY 2009 OPPS, 
CMS would calculate two conversion 
factors: A full market basket conversion 
factor (that is, the full conversion factor) 
and a reduced market basket conversion 
factor (that is, the reduced conversion 
factor). It is necessary to calculate a 
reduced market basket conversion factor 
for hospitals that fail to meet reporting 
requirements as section 1833(t)(17)(A)(i) 
of the Act requires a reduction of 2.0 
percentage points from the market 
basket update for those hospitals. (We 
implemented this statutory requirement 
in regulations at 42 CFR 419.43(h).) For 
a complete discussion of the calculation 
of the OPPS conversion factor, we refer 
readers to section II.B. of this proposed 
rule. Therefore, we are proposing to 
calculate a reduction ratio by dividing 
the reduced conversion factor by the full 
conversion factor. We refer to this 
reduction ratio as the ‘‘reporting ratio’’ 
to indicate that it applies to payment for 
hospitals that fail to meet their reporting 
requirements. Beginning January 1, 
2009, the PRICER will calculate reduced 
national unadjusted payment rates that 
will be used as a basis for paying 
hospitals that fail to meet the 
requirements of the HOP QDRP by 
multiplying the national unadjusted 
payment rates by the reporting ratio. 
This will result in reduced national 
unadjusted payment rates that are 
mathematically equivalent to the 
reduced national unadjusted payment 
rates that would result if we multiplied 
the scaled OPPS relative weights by the 
reduced conversion factor. For CY 2009, 
we are proposing a reporting ratio of 
0.981, calculated by dividing the 
reduced conversion factor of $64.409 by 
the full conversion factor of $65.684. As 
stated above, the use of the reporting 
ratio is mathematically equivalent to the 
creation and application of a reduced 
conversion factor to the OPPS payment 
weights. 

To determine the proposed reduced 
national unadjusted payment rates that 
would apply to hospitals that fail to 
meet their quality reporting 
requirements for the CY 2009 OPPS, we 
would multiply the proposed full 

national unadjusted payment rate in 
Addendum B to this proposed rule by 
the proposed reporting ratio of 0.981. 
For example, CPT code 11401 (Excision, 
benign lesion including margins, except 
skin tag (unless listed elsewhere) trunk, 
arms or legs; excised diameter 0.6 to 1.0 
cm), is assigned to APC 0019, with a 
proposed national unadjusted payment 
rate of $288.20. Where a hospital fails to 
meet the requirements of the HOP QDRP 
for the CY 2009 payment update, the 
reduced national unadjusted payment 
rate for that hospital would be $282.72 
(the reporting ratio of 0.981 multiplied 
by the full national unadjusted payment 
rate for CPT code 11401). 

b. Calculation of Reduced Minimum 
Unadjusted and National Unadjusted 
Beneficiary Copayments 

Under the OPPS, we have two levels 
of Medicare beneficiary copayment for 
many services: the minimum 
unadjusted copayment and the national 
unadjusted copayment. The minimum 
unadjusted copayment is always 20 
percent of the national unadjusted 
payment rate for each separately 
payable service. The national 
unadjusted copayment is determined 
based on the historic coinsurance rate 
for the services assigned to the APC. 
Where the national unadjusted 
copayment is blank for an item or 
service listed in Addendum B to this 
proposed rule, the national unadjusted 
copayment is equal to the minimum 
unadjusted copayment. In general, 
under our longstanding copayment 
policy, the coinsurance percentage (the 
ratio of the copayment to the service 
payment) for a particular service may 
decline over time to a minimum of 20 
percent but will never increase. This is 
consistent with the statute’s intent that 
eventually all services paid under the 
OPPS would be subject to a 20 percent 
coinsurance percentage. We refer 
readers to section 1833(t)(3)(B)(ii) of the 
Act for the specific statutory language. 
For additional background on the 
standard OPPS copayment calculation, 
we refer readers to the CY 2004 OPPS 
final rule with comment period (68 FR 
63458 through 63459). 

For hospitals that receive the reduced 
OPPS payment for failure to meet the 
HOP QDRP requirements, we believe 
that it is both equitable and appropriate 
that a reduction in the payment for a 
service should result in proportionately 
reduced copayment liability for 
beneficiaries. Similarly, we believe that 
it would be inequitable to the 
beneficiary and in conflict with the 
intent of the law (section 
1833(t)(3)(B)(ii) of the Act) and our 
longstanding policy (68 FR 63458 
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through 63459) if the coinsurance 
percentage of the total payment for 
certain OPPS services to which reduced 
national unadjusted payment rates 
apply was to increase as a result of 
using the reduced conversion factor to 
calculate these reduced national 
unadjusted payment rates. Therefore, 
we are proposing that the Medicare 
beneficiary’s minimum unadjusted 
copayment and national unadjusted 
copayment for a service to which a 
reduced national unadjusted payment 
rate applies would each equal the 
product of the reporting ratio and the 
national unadjusted copayment or the 
minimum unadjusted copayment, as 
applicable, for the service, under the 
authority of section 1833(t)(2)(E) of the 
Act, which authorizes the Secretary to 
‘‘establish, in a budget neutral manner, 
* * * adjustments as determined to be 
necessary to ensure equitable 
payments’’ under the OPPS. 

We considered calculating the 
national unadjusted copayments and the 
minimum unadjusted copayments based 
on the reduced national unadjusted 
payment rates, using our standard 
copayment methodology. We found that 
in many cases the beneficiary’s 
copayment amount would remain the 
same as calculated based on the full 
national unadjusted payment rate, 
although the total reduced national 
unadjusted payment rate would decline 
because of the reduction to the 
conversion factor. Therefore, in these 
cases, the ratio of the copayment to the 
total payment (the coinsurance 
percentage) would increase rather than 
decrease if we were to calculate 
copayments based on the reduced 
national unadjusted payment rates. For 
example, in the case of APC 0019 (Level 
I Excision/Biopsy), the full national 
unadjusted payment rate for CY 2008 is 
$274.13 and the national unadjusted 
copayment is $71.87 or 26 percent of the 
full national unadjusted payment rate 
for the APC. If the reduction were in 
effect for CY 2008, the reduced national 
unadjusted payment rate would be 
$268.65, but the national unadjusted 
copayment, if calculated under the 
standard rules, would continue to be 
$71.87, which represents 27 percent of 
the reduced national unadjusted 
payment rate. We believe that the 
increased coinsurance percentage that 
results from this methodology is 
contradictory to the intent of the statute 
that the coinsurance percentage would 
never increase and is also contradictory 
to our copayment rules that are 
intended to gradually reduce the 
percentage of the payment attributed to 
copayments until the national 

unadjusted copayment is equal to the 
minimum unadjusted copayment for all 
services. 

To avoid this inconsistent result, we 
are proposing to apply the reporting 
ratio to the national unadjusted 
copayment and the minimum 
unadjusted copayment to calculate the 
national unadjusted copayments that 
would apply to each APC for hospitals 
that receive the reduced CY 2009 OPPS 
payment update. This application of the 
reporting ratio would be to the national 
unadjusted and minimum unadjusted 
copayments as calculated according to 
§ 419.41, prior to any adjustment for 
hospitals’ failure to meet the quality 
reporting standards according to 
§ 419.43(h). Beneficiaries and secondary 
payers would thereby share in the 
reduction of payments to these 
hospitals. We believe that applying this 
copayment calculation methodology for 
those hospitals that fail to meet the HOP 
QDRP requirements allows us to 
appropriately set the national 
unadjusted copayments for the reduced 
OPPS national unadjusted payment 
rates and is most consistent with the 
eventual establishment of 20 percent of 
the payment rate as the uniform 
coinsurance percentage for all services 
under the OPPS. We are proposing to 
make changes to §§ 419.41, 419.42, and 
419.43 in this proposed rule to reflect 
this policy. 

c. Treatment of Other Payment 
Adjustments 

We are proposing that all other 
applicable adjustments to the OPPS 
national unadjusted payment rates 
would apply in those cases when the 
OPD fee schedule increase factor is 
reduced for hospitals that fail to meet 
the requirements of the HOP QDRP. For 
example, the following standard 
adjustments would apply to the reduced 
national unadjusted payment rates: The 
wage index adjustment, the multiple 
procedure adjustment, the interrupted 
procedure adjustment, the rural sole 
community hospital adjustment, and the 
adjustment for devices furnished with 
full or partial credit or without cost. We 
believe that these adjustments continue 
to be equally applicable to payments for 
hospitals that do not meet the HOP 
QDRP requirements. 

Similarly, we are proposing that 
outlier payments would continue to be 
made when the criteria are met. For 
hospitals that fail to meet the quality 
data reporting requirements, we are 
proposing that the hospitals’ costs 
would be compared to the reduced 
payments for purposes of outlier 
eligibility and payment calculation. We 
believe no changes in the regulation text 

would be necessary to implement this 
policy because using the reduced 
payment for these outlier eligibility and 
payment calculations is contemplated in 
the current regulations at § 419.43(d). 
This proposal conforms to current 
practice under the IPPS in this regard. 
Specifically, under the IPPS, for 
purposes of determining the hospital’s 
eligibility for outlier payments, the 
hospital’s estimated operating costs for 
a discharge are compared to the outlier 
cost threshold based on the hospital’s 
actual DRG payment for the case. For a 
complete discussion of the OPPS outlier 
calculation and eligibility criteria, we 
refer readers to section II.F. of this 
proposed rule. 

E. Requirements for HOP Quality Data 
Reporting for CY 2010 and Subsequent 
Calendar Years 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66869), we 
stated that in order to participate in the 
HOP QDRP for CY 2009 and subsequent 
calendar years, hospitals must meet 
administrative, data collection and 
submission, and data validation 
requirements. Hospitals that do not 
meet the requirements of the HOP 
QDRP, as well as hospitals not 
participating in the program and 
hospitals that withdraw from the 
program, will not receive the full OPPS 
payment rate update. Instead, in 
accordance with section 1833(t)(17)(A) 
of the Act, those hospitals would 
receive a reduction of 2.0 percentage 
points in their updates for the affected 
payment year. 

For payment determinations affecting 
the CY 2010 payment update, we are 
proposing to implement the 
requirements listed below. Most of these 
requirements are the same as the 
requirements we implemented for the 
CY 2009 payment determination. 

1. Administrative Requirements 
To participate in the HOP QDRP, 

several administrative steps must be 
completed. These steps require the 
hospital to: 

• Identify a QualityNet administrator 
who follows the registration process and 
submits the information to the 
appropriate CMS designated contractor. 
All CMS designated contractors will be 
identified on the QualityNet Web site. 
The same person may be the QualityNet 
administrator for both the IPPS 
RHQDAPU program and the OPPS HOP 
QDRP. This designation must be kept 
current and must be done, regardless of 
whether the hospital submits data 
directly to the CMS designated 
contractor or uses a vendor for 
transmission of data. 
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• Register with QualityNet regardless 
of the method used for data submission. 

• Complete the Notice of 
Participation form if one has not been 
completed or if a hospital has 
previously submitted a withdrawal 
form. We remind hospitals that they do 
not need to submit another Notice of 
Participation form if they have already 
done so and they have not withdrawn 
from participation. At this time, the 
participation form for the HOP QDRP is 
separate from the IPPS RHQDAPU 
program and completing a Notice of 
Participation form for each program is 
required. Agreeing to participate 
includes acknowledging that the data 
submitted to the CMS designated 
contractor will be submitted to CMS and 
may also be shared with a different CMS 
contractor or contractors supporting the 
implementation of the HOP QDRP 
program. For HOP QDRP decisions 
affecting CY 2010 payment 
determinations, hospitals that share the 
same Medicare Provider Number (MPN), 
now known as the CMS Certification 
Number (CCN) must complete a single 
Notice of Participation form. 

Hospitals with a newly acquired CCN 
and hospitals that are not participating 
in the CY 2009 HOP QDRP must send 
a completed paper copy of the Notice of 
Participation form to the appropriate 
CMS designated contractor in order to 
participate in the CY 2010 HOP QDRP. 
Hospitals with a newly acquired CCN 
must submit a Notice of Participation 
form no later than 30 days after 
receiving their new provider CCN. 
Hospitals that did not participate or 
withdrew from participation in the CY 
2009 HOP QDRP must submit a Notice 
of Participation form by January 31, 
2009 in order to participate in the CY 
2010 HOP QDRP. We are proposing for 
CY 2011 to implement an on-line 
registration form and eliminate the 
paper form. We invite public comment 
on this proposed change. 

Hospitals with newly acquired CCNs, 
as well as hospitals that are not 
participating in the CY 2009 HOP 
QDRP, that do not properly submit a 
Notice of Participation form for CY 2010 
as described above will be deemed as 
non-participatory, will not be able to 
submit data to the OPPS Clinical 
Warehouse, and will be deemed as not 
meeting reporting requirements under 
the HOP QDRP for CY 2010. Hospitals 
that have previously completed a Notice 
of Participation form and subsequently 
wish to terminate participation in the 
HOP QDRP must submit a withdrawal 
form. 

2. Data Collection and Submission 
Requirements 

We are proposing that, to be eligible 
for the full OPPS payment update in CY 
2010, hospitals must: 

• Collect data required for the CY 
2010 measure set that will be finalized 
in the CY 2009 OPPS/ASC final rule and 
that will be published and maintained 
in the Specifications Manual that can be 
found at: http://www.qualitynet.org. It 
will not be necessary to submit data for 
all eligible cases for some measures if 
sufficient eligible case thresholds are 
met. Instead, for those measures where 
a hospital has a sufficiently large 
number of cases, the hospital will be 
allowed to sample cases and submit 
data for these sampled cases rather than 
submitting data from all eligible cases. 
This sampling scheme will be set out in 
the Specifications Manual at least 4 
months in advance of required data 
collection. 

In addition, in order to reduce the 
burden on hospitals that treat a low 
number of patients who meet the 
submission requirements for a particular 
quality measure, we are proposing that 
beginning with services furnished on or 
after January 1, 2009, hospitals that have 
five or fewer claims (both Medicare and 
non-Medicare) for any measure 
included in a measure topic in a quarter 
will not be required to submit patient 
level data for the entire measure topic 
for that quarter. However, the hospital 
would still be required to submit its 
aggregate measure population and 
sample size counts for the applicable 
measure topic as part of its quarterly 
data submission. 

• Submit the data according to the 
data submission schedule that will be 
available on the QualityNet Web site. 
HOP QDRP data will continue to be 
submitted through the QualityNet 
secure Web site (https:// 
www.qualitynet.org). This Web site 
meets or exceeds all current Health 
Insurance Portability and 
Accountability Act requirements. 
Submission deadlines will be four 
months after the last day of each 
calendar quarter for measures finalized 
in the CY 2009 OPPS/ASC final rule. 
Thus, for example, the submission 
deadline for data for services occurring 
during the first calendar quarter of 2009 
(January–March 2009) will be August 1, 
2009, and the submission deadline for 
the second calendar quarter of 2009 
(April–June 2009) will be November 1, 
2009. 

• Submit data to the OPPS Clinical 
Warehouse using either the CMS 
Abstraction and Reporting Tool for 
Outpatient Department measures 

(CART–OPD) or the tool of a third-party 
vendor that meets the measure 
specification requirements for data 
transmission to QualityNet. 

Hospitals must submit quality data 
through the QualityNet Web site to the 
OPPS Clinical Warehouse; a CMS- 
designated contractor will submit OPPS 
Clinical Warehouse data to CMS. Under 
current implementation, OPPS Clinical 
Warehouse data are not considered QIO 
data. However, it is possible that the 
information in the OPPS Clinical 
Warehouse may at some point be 
considered QIO information. If this 
occurs, OPPS Clinical Warehouse data 
may become subject to the stringent QIO 
confidentiality regulations in 42 CFR 
part 480. 

Hospitals are to submit data under the 
HOP QDRP on outpatient episodes of 
care to which the required measures 
apply. For the purposes of the HOP 
QDRP, an outpatient episode of care is 
defined as care provided to a patient 
who has not been admitted as an 
inpatient but who is registered on the 
hospital’s medical records as an 
outpatient and receives services (rather 
than supplies alone) directly from the 
hospital. Every effort will be made to 
assure that data elements common to 
both inpatient and outpatient settings 
are defined consistently (such as ‘‘time 
of arrival’’). 

To be accepted by the CMS 
designated contractor, submissions 
would, at a minimum, need to be 
timely, complete, and accurate. Data are 
considered to have been ‘‘timely’’ when 
data are submitted prior to the reporting 
deadline and have passed all CMS 
designated contractor edits. A 
‘‘complete’’ submission is determined 
based on sampling criteria that will be 
published and maintained in the 
Specifications Manual to be found on 
the Web site at http:// 
www.qualitynet.org, and must 
correspond to both the aggregate 
number of cases submitted by a hospital 
and the number of Medicare claims it 
submits for payment. To be considered 
‘‘accurate,’’ submissions must pass 
validation, if applicable. 

• Submit the aggregate numbers of 
outpatient episodes of care which are 
eligible for submission under the HOP 
QDRP. These aggregated numbers of 
outpatient episodes would represent the 
number of outpatient episodes of care in 
the universe eligible for data reporting 
under the HOP QDRP. We plan to use 
the aggregate population and sample 
size data to assess data submission 
completeness and adherence to 
sampling requirements for Medicare and 
non-Medicare patients. 
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3. HOP QDRP Validation Requirements 

a. Proposed Data Validation 
Requirements for CY 2010 

Validation, as discussed in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66871), is 
intended to provide assurance of the 
accuracy of the hospital abstracted data. 
A data validation requirement was not 
implemented for purposes of the CY 
2009 annual payment update. We are 
now proposing to implement validation 
requirements that will apply beginning 
with the CY 2010 payment 
determinations. 

Specifically, we propose to randomly 
select per year, 50 patient episodes of 
care that a hospital successfully 
submitted to the OPPS Clinical 
Warehouse for the relevant time period 
and validate those data by requesting 
that the hospital send the supporting 
medical record documentation that 
corresponds to each selected episode to 
a CMS contractor within 30 calendar 
days of the date of the request. The CMS 
contractor will then independently 
reabstract quality measure data elements 
from those records, compare the 
reabstracted data to the data originally 
submitted by the hospital, and provide 
feedback to each hospital on the results 
of the reabstraction. 

We propose to validate data reported 
beginning with January 2009 episodes of 
care to be used toward CY 2010 
payment determinations. 

Unlike the IPPS RHQDAPU program, 
where we validate data for each 
participating hospital each quarter (for a 
total of 20 cases per year), we are 
proposing not to validate data submitted 
by every hospital participating in the 
HOP QDRP every year. Instead, we are 
proposing to validate data from 800 
randomly selected hospitals 
(approximately 20 percent of all 
participating HOP QDRP hospitals) each 
year. In other words, only 800 
participating HOP QDRP hospitals will 
have their data validated each year. 
However, we note that because the 800 
hospitals will be selected randomly, 
every HOP QDRP participating hospital 
will be eligible each year for validation 
selection. We believe that the approach 
of validating a larger number of cases 
per hospital will produce a more 
reliable estimate of whether that 
hospital’s data has been submitted 
accurately and will provide more 
reliable estimates of measure level data. 

For calculation of a hospital’s 
validation score, we propose that 
percent agreement for each calculated 
clinical measure rather than for the 
individual data elements would be 
calculated. Due to the contingent nature 

of data elements comprising quality 
measures, a mismatch of a few data 
elements can result in the elimination of 
subsequent data elements from the data 
abstraction process. Thus, while the 
quality measure calculation can match, 
a low validation score based upon level 
of data element match can occur. 
Calculating match rates at the quality 
measure level obviates the issue of low 
validation scores at the data element 
level and also validates the data as they 
are publicly reported, that is, at the 
measure level. 

To receive the full OPPS payment rate 
update, the hospital must pass our 
validation requirement of a minimum of 
80 percent reliability, based upon our 
validation process, for the designated 
time periods. In addition, an upper 
bound of 95 percent confidence interval 
to measure accuracy will be used. 

The methodology to be used for 
calculating the confidence intervals 
under the HOP QDRP will be the 
methodology currently utilized for the 
IPPS RHQDAPU program. We anticipate 
estimating the percent reliability based 
upon a review of submitted 
documentation and then calculating the 
upper 95 percent confidence limit for 
that estimate. If that upper limit is above 
the required 80 percent reliability 
threshold, we will consider the 
hospital’s data ‘‘validated’’ for payment 
update purposes for CY 2010. We intend 
to use the design specific estimate of the 
variance for the confidence interval 
calculation, which, in this case, is a 
single stage cluster sample, with 
unequal cluster sizes. (For reference, see 
Cochran, William G. (1977) Sampling 
Techniques, John Wiley & Sons, New 
York, chapter 3, section 3.12.) Each 
sampled medical record is considered as 
a cluster for variance estimation 
purposes, as documentation and 
abstraction errors are believed to be 
clustered within specific medical 
records. 

We solicit comment on this validation 
methodology, and believe that this 
approach is a reliable process that is 
suitable for the HOP QDRP. We also 
note that we are considering whether to 
propose a similar approach for the 
RHQDAPU program in future years. 
CMS continues to study approaches to 
improve its quality data reporting 
program, and aligning the RHQDAPU 
program and HOP QDRP validation 
approaches in the future is one possible 
area of improvement. 

b. Alternative Data Validation 
Approaches for CY 2011 

We are also soliciting comments on 
three alternative validation 
methodologies. We are considering 

whether we could apply one of these 
methodologies to validate data as part of 
our CY 2011 payment determination. 
The first alternative approach would be 
to validate data from all participating 
HOP QDRP hospitals, as is currently 
done under the RHQDAPU program. 
Under this approach, data validation 
would be done on a random sample of 
5 records per quarter (20 records per 
year) per hospital. 

A second alternative approach would 
be to select targeted hospitals based on 
criteria designed to measure whether 
the data being reported by them raises 
a concern regarding their accuracy. We 
welcome suggestions for criteria to be 
used for targeting hospitals for 
validation. Either percent agreement at 
the clinical measure level or the data 
element level (currently used for the 
RHQDAPU program) could be 
calculated for the validation score. 
Because few data have been collected 
under the HOP QDRP at this point, we 
are considering this approach for 
possible use in future years. 

A third alternative approach would 
involve some combination of the two 
approaches discussed above. 

F. Publication of HOP QDRP Data 
Section 1833(t)(17)(E) of the Act 

requires that the Secretary establish 
procedures to make data collected under 
this program available to the public and 
to report quality measures of process, 
structure, outcome, patients’ 
perspectives of care, efficiency, and 
costs of care that relate to services 
furnished in outpatient settings in 
hospitals on the CMS Web site. We 
intend to make the information 
collected under the HOP QDRP public 
in CY 2010 by posting it on the CMS 
Web site. Participating hospitals will be 
granted the opportunity to review this 
information as we have recorded it 
before the information is published. 

CMS requires hospitals to sign and 
submit a Notice of Participation form in 
order to participate in the HOP QDRP. 
Hospitals signing this form agree that 
they will allow CMS to publicly report 
the quality measures as required by the 
HOP QDRP. 

All hospitals have a unique CCN, 
whereas a single hospital may have 
multiple National Provider Identifiers 
(NPI), another CMS identifier. We 
propose for CY 2010 that hospitals 
sharing the same CCN must combine 
data collection and submission across 
their multiple campuses for all clinical 
measures for public reporting purposes. 
We also propose to publish quality data 
by CCN under the HOP QDRP; however, 
we will note on our Web site where the 
publicly reported measures combine 
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results from two or more hospitals. This 
approach is consistent with the 
approach taken under the IPPS 
RHQDAPU program. 

G. Proposed HOP QDRP 
Reconsideration and Appeals 
Procedures 

When the IPPS RHQDAPU program 
was initially implemented, it did not 
include a reconsideration submission 
process for hospitals. Subsequently, we 
received many requests for 
reconsideration of those payment 
decisions, and as a result established a 
process by which participating hospitals 
would submit requests for 
reconsideration. We anticipate similar 
concerns with the HOP QDRP and in the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66875), we 
stated our intent to implement for the 
HOP QDRP a reconsideration process 
modeled after the reconsideration 
process we implemented for the IPPS 
RHQDAPU program. We are therefore 
proposing a mandatory reconsideration 
and appeals process that will apply to 
the CY 2010 payment decisions. In 
order to receive reconsideration of a CY 
2010 payment decision, the hospitals 
must— 

• Submit to CMS, via QualityNet, a 
Reconsideration Request form that will 
be made available on the QualityNet 
Web site. This form shall contain the 
following information: 

Æ Hospital Medicare ID number 
known as the CCN. 

Æ Hospital Name. 
Æ CMS-identified reason for failure 

(as provided in any CMS notification of 
failure to the hospital). 

Æ Hospital basis for requesting 
reconsideration. This must identify the 
hospital’s specific reason(s) for 
believing it met the HOP QDRP program 
requirements and should receive a full 
annual payment update. 

Æ CEO contact information, including 
name, e-mail address, telephone 
number, and mailing address (must 
include physical address, not just a post 
office box). 

Æ A copy of all material that the 
hospital submitted to CMS in order to 
receive the full payment update for the 
year that is the subject of the 
reconsideration request. Such material 
would include, but not be limited to, the 
applicable Notice of Participation form, 
quality measure data that the hospital 
submitted, and data that the hospital 
submitted in response to a validation 
request. 

Æ QualityNet System Administrator 
contact information, including name, 
e-mail address, telephone number, and 

mailing address (must include physical 
address, not just the post office box). 

Æ The request must be signed by the 
hospital’s CEO. 

• Following receipt of a request for 
reconsideration, CMS will— 

Æ Provide an e-mail 
acknowledgement, using the contact 
information provided in the 
reconsideration request, to the CEO and 
the QualityNet Administrator notifying 
them that the hospital’s request has 
been received. 

Æ Provide a formal response to the 
hospital CEO, using the contact 
information provided in the 
reconsideration request, notifying the 
hospital of the outcome of the 
reconsideration process. 

If a hospital is dissatisfied with the 
result of a HOP QDRP reconsideration 
decision, the hospital may file a claim 
under 42 CFR part 405, subpart R 
(PRRB) appeal. 

H. Reporting of ASC Quality Data 
As discussed above, section 109(b) of 

the MIEA–TRHCA amended section 
1833(i) of the Act by redesignating 
clause (iv) as clause (v), adding section 
1833(i)(2)(D)(iv) to the Act, and adding 
section 1833(i)(7) to the Act. These 
amendments authorize the Secretary to 
require ASCs to submit data on quality 
measures and to reduce the annual 
payment update in a year by 2.0 
percentage points for ASCs that fail to 
do so. These provisions permit, but do 
not require, the Secretary to require 
ASCs to submit such data and to reduce 
any annual increase for non-compliant 
ASCs. 

In the CY 2008 OPPS/ASC final rule 
with comment period, we indicated that 
we intended to implement the 
provisions of section 109(b) of the 
MIEA–TRHCA in a future rulemaking 
(72 FR 66875). While we believe that 
promoting high quality care in the ASC 
setting through quality reporting is 
highly desirable and fully in line with 
our efforts under other payment 
systems, we believed that the transition 
to the revised payment system in CY 
2008 posed such a significant challenge 
to ASCs that it would be most 
appropriate to allow some experience 
with the revised payment system before 
introducing other new requirements. We 
believed that implementation of quality 
reporting in CY 2008 would require 
systems changes and other 
accommodations by ASCs, facilities 
which do not have prior experience 
with quality reporting as hospitals 
already have for inpatient quality 
measures, at a time when they are 
implementing a significantly revised 
payment system. We believed that our 

CY 2008 decision to implement quality 
reporting for HOPDs prior to 
establishing quality reporting for ASCs 
would allow time for ASCs to adjust to 
the changes in payment and case-mix 
that are anticipated under the revised 
payment system. We would also gain 
experience with quality measurement in 
the ambulatory setting in order to 
identify the most appropriate measures 
for quality reporting in ASCs prior to 
the introduction of the requirement in 
ASCs. 

We continue to believe that promoting 
high quality care in the ASC setting 
through quality reporting is highly 
desirable and fully in line with our 
efforts under other payment systems. 
However, we continue to have the 
concerns outlined above for CY 2009 
and, therefore, we intend to implement 
the provisions of section 109(b) of the 
MIEA–TRHCA in a future rulemaking. 
We invite public comment on this 
deferral of quality data reporting for 
ASCs and invite suggestions for quality 
measures geared toward the services 
provided by ASCs. We also seek 
comment on potential reporting 
mechanisms for ASC quality data, 
including electronic submission of these 
data. 

XVII. Healthcare-Associated Conditions 

A. Background 

In its landmark 1999 report ‘‘To Err is 
Human: Building a Safer Health 
System,’’ the Institute of Medicine 
found that medical errors, particularly 
hospital-acquired conditions (referred to 
as HACs in the FY 2008 IPPS proposed 
and final rules and the FY 2009 IPPS 
proposed rule) caused by medical 
errors, are a leading cause of morbidity 
and mortality in the United States. The 
report noted that the number of 
Americans who die each year as a result 
of medical errors that occur in hospitals 
may be as high as 98,000. The cost 
burden of hospital-acquired conditions 
is also high. Total national costs of these 
errors due to lost productivity, 
disability, and health care costs were 
estimated at $17 billion to $29 billion.1 
In 2000, the CDC estimated that 
hospital-acquired infections added 
nearly $5 billion to U.S. health care 
costs every year.2 A 2007 study found 
that, in 2002, 1.7 million hospital- 
acquired infections were associated 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00133 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2

http://www.cdc.gov/od/oc/media/pressrel/r2k0306b.htm
http://www.iom.edu/Object.File/Master/4/117/ToErr-8pager.pdf


41548 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 
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with 99,000 deaths.3 Research has also 
shown that hospitals are not following 
recommended guidelines to avoid 
preventable hospital-acquired 
infections. A 2007 Leapfrog Group 
survey of 1,256 hospitals found that 87 
percent of those hospitals do not follow 
recommendations to prevent many of 
the most common hospital-acquired 
infections.4 

As one approach to combating 
hospital-acquired conditions in 2005 
Congress authorized CMS to adjust 
Medicare IPPS hospital payments to 
encourage the prevention of these 
conditions. Section 1886(d)(4)(D) of the 
Act (as added by section 5001(c) of the 
Deficit Reduction Act (DRA) of 2005, 
Pub. L. 109–171) required the Secretary 
to select by October 1, 2007, at least two 
conditions that are: (1) High cost, high 
volume, or both; (2) assigned to a higher 
paying DRG when present as a 
secondary diagnosis; and (3) could 
reasonably have been prevented through 
the application of evidence-based 
guidelines. Beginning October 1, 2008, 
Medicare cannot assign an inpatient 
discharge that includes the selected 
conditions to a higher-paying MS–DRG 
unless these conditions were present on 
admission. Beginning October 1, 2007, 
CMS required hospitals to begin 
submitting information on Medicare 
hospital claims specifying whether 
diagnoses were present on admission 
(POA). In the FY 2008 IPPS final rule 
with comment (72 FR 47202 through 
47218), eight conditions were selected 
for the hospital-acquired conditions 
payment provision. In the FY 2009 IPPS 
proposed rule (73 FR 23547 through 
23562), 10 additional conditions are 
proposed for the hospital-acquired 
conditions payment provision. 

The preventable hospital-acquired 
conditions payment provision at section 
1886(d)(4)(D) of the Act is part of an 
array of Medicare value-based 
purchasing (VBP) tools that CMS is 
using to promote increased quality and 
efficiency of care. Those tools include 
measuring performance, using payment 
incentives, publicly reporting 
performance results, applying national 
and local coverage policy decisions, 
enforcing conditions of participation, 
and providing direct support for 
providers through QIO activities. CMS’ 
application of VBP tools through 
various initiatives is transforming 

Medicare from a passive payer to an 
active purchaser of higher-value health 
care services. CMS is applying these 
strategies across the continuum of care 
for Medicare beneficiaries. 

B. Broadening the Concept of the IPPS 
Hospital-Acquired Conditions Payment 
Provision to the OPPS 

The principle of Medicare not paying 
more for the preventable hospital- 
acquired conditions during inpatient 
stays paid under the IPPS could be 
applied more broadly to other Medicare 
payment systems for conditions that 
occur or result from care in other 
settings. Other potential settings of care 
include HOPDs, ASCs, SNFs, home 
health care, end-stage renal disease 
(ESRD) facilities, and physicians’ 
practices; therefore, we will refer to 
conditions that occur in settings other 
than the inpatient hospital setting as 
‘‘healthcare-associated conditions.’’ The 
implementation would be different for 
each setting, as each Medicare payment 
system is different, and the reasonable 
preventability through the application 
of evidence-based guidelines would 
vary for candidate conditions across the 
various care settings. However, 
alignment of incentives across settings 
of care is an important goal for all of 
CMS’ VBP initiatives, including the 
hospital-acquired conditions payment 
provision. 

The risks of preventable medical 
errors leading to the occurrence of 
healthcare-associated conditions is 
likely high in the outpatient setting, 
given the substantially larger number of 
encounters and exposures that occur in 
those settings. For example, studies 
indicate that 400,000 preventable drug- 
related injuries occur each year in 
hospitals. Roughly 530,000 preventable 
drug-related injuries occur each year 
among Medicare beneficiaries in 
outpatient clinics.5 These statistics 
clearly point to the significant 
magnitude of the problem of healthcare- 
associated conditions in outpatient 
settings. Indeed, we would have no 
reason to believe that medical errors 
would be less common in the outpatient 
setting than the hospital inpatient 
setting and, as increasingly more health 
care services are delivered in outpatient 
settings, we would expect the 
occurrence of healthcare-associated 
conditions stemming from outpatient 
care to grow directly as a result of this 
shift in sites of service. 

The HOPD, where a broad array of 
services covered and paid under the 
OPPS are provided, could be another 
setting for Medicare to extend the 
concept of not paying more for 
preventable healthcare-associated 
conditions that occur as a result of care 
provided during an encounter. Hospitals 
provide a range of services under the 
OPPS that may overlap or precede the 
inpatient activities of the hospital, 
including many surgical procedures and 
diagnostic tests that are commonly 
performed on both hospital inpatients 
and outpatients. Similarly, individuals 
who are eventually admitted as hospital 
inpatients often initiate their hospital 
encounter in the HOPD, where they 
receive clinic or emergency department 
visits or observation care that precede 
their ultimate hospital admission. In 
addition, like the IPPS, under the 
authority of section 1833(t)(17) of the 
Act (as amended by section 109(a) of the 
MIEA–TRHCA), the OPPS is also subject 
to the ‘‘pay-for-reporting’’ provision that 
affects the hospital annual payment 
update. Under this authority, hospitals 
report quality data for specified 
performance measures related to 
hospital outpatient services under the 
HOP QDRP. Hospitals that fail to meet 
the reporting requirements established 
by CMS for the payment update year 
receive a reduced payment update that 
is applicable to OPPS payments for most 
services furnished by hospitals in 
outpatient settings in the succeeding 
year. The HOP QDRP is further 
discussed in section XVI. of this 
proposed rule. 

We note that we are not proposing 
new Medicare policy in this discussion 
of healthcare-associated conditions as 
they relate to the OPPS. Instead, we are 
seeking public comments on options 
and considerations, including statutory 
authority, related to extending the IPPS 
hospital-acquired conditions payment 
provision for hospitals to the OPPS. We 
understand that there would be 
challenges in expanding the IPPS 
provision to other settings paid under 
different Medicare payment systems, 
and we are seeking public comments 
that present ideas and models for 
extending the principle behind the IPPS 
provision to the OPPS. To stimulate 
reflection and creativity, we present 
discussion in the following areas: 

• Criteria for possible candidate 
OPPS conditions 

• Collaboration process 
• Potential OPPS healthcare- 

associated conditions 
• OPPS infrastructure and payment 

for encounters resulting in healthcare- 
associated conditions 
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1. Criteria for Possible Candidate OPPS 
Conditions 

We have applied the following 
statutory criteria to the analysis of 
candidate inpatient conditions for the 
IPPS hospital-acquired conditions 
payment provision: 

• Cost or Volume—Medicare data 
must support that the selected inpatient 
conditions are high cost, high volume, 
or both. 

• Complicating Conditions (CC) or 
Major Complication Conditions 
(MCC)—Selected inpatient conditions 
must be represented by ICD–9–CM 
diagnosis codes that clearly identify the 
condition, are designated as a CC or an 
MCC, and result in the assignment of 
the case to an MS–DRG that has a higher 
payment when the code is reported as 
a secondary diagnosis. That is, selected 
inpatient conditions must be a CC or an 
MCC that would, in the absence of this 
provision, result in assignment to a 
higher paying MS–DRG. 

• Evidence-Based Guidelines— 
Selected inpatient conditions must be 
reasonably presentable through the 
application of evidence-based 
guidelines. By reviewing guidelines 
developed by professional 
organizations, academic institutions, 
and other entities such as the Healthcare 
Infection Control Practices Advisory 
Committee (HICPAC), we evaluated 
whether guidelines are available that 
hospitals should follow to prevent the 
condition from occurring in the 
hospital. 

• Reasonably Preventable—Selected 
inpatient conditions must be reasonably 
preventable through the application of 
evidence-based guidelines. 

We are seeking public comment on 
the applicability of these criteria to the 
selection of candidate healthcare- 
associated conditions for the OPPS. 
Specifically, we are interested in 
comments on the definition of 
reasonably preventable in the HOPD 
setting. Additionally, there are 
significant infrastructure differences 
between the IPPS and the OPPS 
(discussed further in section XVII.V.4. 
below). OPPS payment is determined by 
assignment of HCPCS codes for items 
and services to APCs that represent 
groups of services that share clinical 
and resource characteristics. APC 
assignments for related services are 
determined by the similarities between 
the clinical aspects of services and their 
hospital costs from claims data, rather 
than by patient-specific clinical 
parameters such as level of severity or 
comorbidities. In some cases, there are 
multiple related levels of APCs for 
specific types of services defined by 

distinct HCPCS codes (for examples, 
APCs 0203 through 0207 for Levels I, II, 
III, and IV Nerve Injections) based on 
increasing hospital resource 
requirements, but, in other cases, there 
is only a single level APC to which all 
related HCPCS codes are assigned (for 
example, APC 0283 for Computed 
Tomography with Contrast). As 
explained below in more detail, under 
the OPPS—unlike the IPPS—payment 
generally depends on the package of 
services provided rather than severity of 
illness. Thus, as higher severity of 
illness does not directly affect payment 
under the OPPS as it does under the 
IPPS, it is not as straightforward as not 
recognizing the healthcare-associated 
condition when determining how not to 
pay a hospital for its higher costs in the 
OPPS when a preventable adverse event 
occurs as a result of treatment. We are 
interested in public comments generally 
and specifically those that would help 
answer the following questions: 

• Are there examples within the 
context of the reporting of ICD–9–CM 
codes for diagnoses and HCPCS codes 
for services on OPPS claims that could 
be used to identify where a higher 
payment for a hospital outpatient 
encounter would result from a medical 
error? 

• Are there examples of evidence- 
based guidelines related to the 
prevention of high volume or high cost 
conditions, or both, that are sufficiently 
rigorous to permit selection of 
healthcare-associated conditions that 
could reasonably have been prevented 
in the HOPD setting? 

• What other criteria should be 
considered in the selection of 
healthcare-associated conditions for the 
OPPS? 

2. Collaboration Process 
CMS has worked with public health 

and infectious disease experts from the 
Centers for Disease Control and 
Prevention (CDC) to select hospital- 
acquired conditions, including 
infections, that meet the statutory 
criteria under section 1886(d)(4)(D) of 
the Act for application in the hospital 
inpatient setting. CMS and CDC have 
also collaborated to develop the process 
for submission of a present on 
admission (POA) indicator on the 
inpatient claim for each diagnosis. We 
would expect to continue our 
collaboration with CDC to examine the 
relevance and applicability of a POA 
indicator in the HOPD setting, and also 
to utilize their expertise in chronic 
diseases in the selection of candidate 
healthcare-associated conditions for the 
OPPS. In addition, we would expect to 
seek collaboration with the Agency for 

Healthcare Research and Quality 
(AHRQ) to utilize its expertise in patient 
safety. We would also expect to seek 
collaboration with other Federal 
agencies and with medical specialty 
societies. We are soliciting public 
comment regarding a collaborative 
process for the identification of 
candidate healthcare-associated 
conditions for hospital outpatient 
services and a mechanism for public 
input from stakeholders. 

3. Potential OPPS Healthcare-Associated 
Conditions 

The FY 2008 IPPS final rule with 
comment period (72 FR 47202 through 
47218) provides a detailed analysis 
supporting the hospital-acquired 
conditions selected for application 
under the IPPS for FY 2008. We believe 
that only a small number of the 
hospital-acquired conditions adopted in 
the FY 2008 IPPS final rule with 
comment period could potentially be 
applicable to the OPPS. These include: 

• Object left in during surgery; 
• Air embolism; 
• Blood incompatibility; and 
• Falls and trauma fractures, 

dislocations, intracranial injuries, 
crushing injuries, and burns. 

The characteristics of these conditions 
are such that they would be relatively 
straightforward to incorporate in an 
OPPS healthcare-associated conditions 
payment provision. For example, these 
events would likely occur and be coded 
in the timeframe of an OPPS encounter 
reported on a single claim and 
determination of the occurrence of these 
events would probably not require 
sequential evaluation of claims over 
time. We are seeking public comment 
on the potential for considering these 
conditions as healthcare-associated 
conditions for the HOPD. Also, we are 
soliciting public comment on which of 
the hospital-acquired conditions 
proposed in the FY 2009 IPPS proposed 
rule (73 FR 23554 through 23555) might 
be considered for the OPPS. For reasons 
cited above, we believe only a small 
number of the proposed conditions (for 
example, iatrogenic pneumothorax) 
might be considered for the OPPS. 

We understand that this short list of 
possible candidate conditions for the 
OPPS is weighted toward surgical 
procedures. However, surgical 
procedures account for a large 
proportion (about 33 percent) of total 
OPPS spending. Overall, surgical 
procedures, together with imaging, 
separately payable drugs, and clinic 
visits, account for approximately 80 
percent of OPPS spending. 

We acknowledge that reporting even 
this short list of healthcare-associated 
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6 Centers for Disease Control and Prevention: 
Morbidity and Mortality Weekly Report, March 28, 
2008, Vol. 57, No. RR–1. Available at: http:// 
cdc.gov/mmwr/mmwr_rr.html. 

conditions as a secondary diagnosis on 
a claim in order to attribute their 
occurrence to the HOPD encounter 
might present problems for hospitals, 
particularly for the conditions resulting 
from trauma or falls. Consequently, we 
are also seeking comment on whether or 
not we could assume that these 
conditions reported as secondary 
diagnoses on OPPS claims would have 
developed during the encounter or 
whether the reporting of POA indicator 
information should be required under 
the OPPS (and perhaps under every 
Medicare payment system) because POA 
data increase the utility of claims for 
analyzing the characteristics of a 
clinical encounter. More generally, we 
recognize that patients may be cared for 
by different providers across settings 
and that the provider caring for certain 
types of complicating conditions may 
not have provided the health care 
services that led to the healthcare- 
associated condition. Therefore, we 
welcome broad public comment on the 
approaches and challenges related to the 
appropriate attribution of different types 
of healthcare-associated conditions 
encountered in the HOPD. Ultimately, 
payment policy for healthcare- 
associated conditions under the OPPS 
should fully address the broad range of 
clinical services in the HOPD where 
preventable healthcare-associated 
conditions may harm Medicare 
beneficiaries. Therefore, we are seeking 
public comment on additional 
candidate conditions that could have 
applicability to the OPPS, beyond those 
mentioned above that would be 
extensions from the IPPS final or 
proposed hospital-acquired conditions. 
We are particularly interested in 
recommendations of preventable 
healthcare-associated conditions that 
are likely to occur with frequency in the 
HOPD (and other outpatient settings) 
and that may be associated with 
significant harm, such as adverse drug 
events related to medication errors or 
other complications of care for which 
we either currently have no diagnosis 
codes or where correct coding for such 
occurrences has not been clearly 
defined. 

The CDC has been interested in 
further developing and expanding 
strategies to improve the External 
Cause-of-Injury coding (E-codes). A 
recent CDC Workgroup report discussed 
the importance and value of using high- 
quality E-coding.6 Workgroup 
recommendations included enhancing 

the completeness and accuracy of E- 
coding and making E-coded data more 
useful for injury surveillance and 
prevention activities (including medical 
errors) at the local, State, and Federal 
levels. E-coding may represent a 
mechanism for coding clarity for 
preventable healthcare-associated 
conditions such as adverse drug events 
related to medication errors. In addition, 
we are seeking public comment on how 
to account for patient-specific risk 
factors that increase the likelihood of 
the occurrence of healthcare-associated 
conditions. 

4. OPPS Infrastructure and Payment for 
Encounters Resulting in Healthcare- 
Associated Conditions 

The OPPS infrastructure is a 
prospective payment system based on 
relative costs from hospital claims for 
services assigned to APC groups, where 
there is an individual payment rate that 
is specific to each APC. Each APC 
contains HCPCS codes for items or 
services that are clinically similar and 
that have comparable resource costs. In 
most cases, an APC payment is made for 
each unit of each separately payable 
HCPCS code through the code’s 
assigned APC. For a single hospital 
outpatient clinical encounter in which a 
patient receives services described by 
several HCPCS codes with individual 
APC assignments (for example, 
emergency department visit, first hour 
of therapeutic intravenous infusion, 
chest x-ray, and electrocardiogram), the 
hospital would receive multiple APC 
payments for that encounter. This 
payment approach is altogether different 
from the MS–DRG-based IPPS, which 
groups the services provided to an 
inpatient into an assigned MS–DRG for 
which a single payment for the inpatient 
case is made. Under the MS–DRGs that 
took effect in FY 2008, there are 
currently 258 sets of MS–DRGs that are 
split into 2 or 3 subgroups based on the 
presence or absence of a CC or an MCC. 
(We refer readers to the FY 2008 IPPS 
final rule with comment period for a 
discussion of DRG reforms (72 FR 
47141).) Prior to the October 1, 2008, 
effective date of the IPPS hospital- 
acquired conditions payment provision, 
if a condition acquired during a hospital 
stay was one of the conditions on the CC 
or MCC list, the hospital received a 
higher payment under the MS–DRGs. 
Beginning October 1, 2008, Medicare 
can no longer assign an inpatient 
hospital discharge to a higher paying 
MS–DRG if a selected hospital-acquired 
condition was not present on admission 
and no other CC or MCC that is not on 
the list of hospital-acquired conditions 
is present. That is, the case will be paid 

as though the secondary diagnosis 
(selected hospital-acquired condition) 
was not present, unless a nonselected 
secondary diagnosis that is a CC or an 
MCC is also present. Medicare will 
continue to assign a discharge to a 
higher paying MS–DRG if the selected 
condition was present on admission. 

As discussed previously, the OPPS 
currently has neither the infrastructure 
to identify POA indicator data nor the 
ability to stratify by CC or MCC for 
differential payment under the present 
APC payment methodology. OPPS 
claims report an ‘‘admitting diagnosis’’ 
which identifies the reason for the 
encounter prior to the establishment of 
the principal diagnosis, but the 
admitting diagnosis cannot be presumed 
to be equivalent to a diagnosis that is 
present on admission as reported on an 
inpatient claim. As a consequence, 
initial application of a healthcare- 
associated conditions payment policy 
under the OPPS might be limited in its 
scope of conditions as discussed above 
and in its options for payment 
adjustment. We welcome public 
comment on how necessary a POA 
indicator would be for the candidate 
conditions we have identified for 
potential use in the OPPS setting, and 
on how the OPPS infrastructure could 
be modified to allow for the 
incorporation of any POA information. 

We also seek recommendations 
regarding how hospital payment for a 
clinical encounter (which could include 
multiple individual APC payments) 
could be adjusted to reflect a derivative 
payment reduction similar to the CC/ 
MCC MS–DRG adjustment for hospital- 
acquired conditions under the IPPS. 
Without a POA and risk stratification 
infrastructure for the OPPS, one 
approach to limiting OPPS payment for 
healthcare-associated conditions in the 
short term could be to pay for all 
services provided in the encounter that 
led to the healthcare-associated 
condition at the same reduced rate that 
would be paid to a hospital that failed 
to meet the quality reporting 
requirements. Currently, this would 
mean that the hospital payment for an 
encounter where a healthcare-associated 
condition resulted would be based on 
the OPPS conversion factor reduced by 
a 2 percentage point reduction to the 
market basket increase for the year. 
Alternatively, a flat case rate reduction 
percentage could be considered for all, 
or a subset, of services provided in the 
clinical encounter. This reduction could 
potentially be empirically derived from 
analyzing the costs of subsets of OPPS 
claims for Medicare beneficiaries with 
and without healthcare-associated 
conditions, or could possibly be 
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developed through analysis of the IPPS 
payment relationship between MS– 
DRGs with the presence or absence of a 
CC or an MCC. Any reduction in OPPS 
payment should also be applied to the 
20-percent beneficiary copayment 
requirement for the OPPS so that the 
beneficiary’s cost sharing (which is paid 
for each service furnished) would not 
rise as a proportion of the total Medicare 
payment when the payment would be 
reduced. In contrast to the payment 
limitation approach used for the IPPS, 
we recognize that neither of the possible 
payment limitation approaches 
discussed above would specifically 
target the separate OPPS payment for 
those additional hospital services 
provided as a result of the healthcare- 
associated condition (as opposed to the 
payment for the services that initially 
brought the beneficiary to the HOPD). 
We note that the current OPPS payment 
structure sets a single payment rate for 
a service based on the APC median cost 
from all claims for services assigned to 
the APC, including cases with 
healthcare-associated conditions as well 
as cases without healthcare-associated 
conditions. Therefore, we believe it 
could be appropriate to reduce the 
single OPPS payment through one of the 
general payment limitation approaches 
described above for the OPPS because 
any additional costs of encounters 
resulting in healthcare-associated 
conditions would already be included 
in the base OPPS payment rates for most 
OPPS services. We are seeking public 
comment on these possibilities or other 
ways to use or adapt the current OPPS 
infrastructure for purposes of 
implementing a healthcare-associated 
conditions payment provision. 

A related application of the broad 
principle behind the IPPS hospital- 
acquired conditions payment provision 
could be accomplished through 
Medicare secondary payer policy by 
requiring the provider that failed to 
prevent the occurrence of a healthcare- 
associated condition in one setting to 
pay for all or part of the necessary 
followup care in a second setting. This 
would shield the Medicare program 
from paying for the downstream effects 
of a condition acquired in the first 
setting but treated in the second setting. 
This type of scenario would likely be 
common for certain healthcare- 
associated conditions related to HOPD 
care, given the relatively short lengths of 
stay for HOPD services. We are 
interested in public comments regarding 
this more general approach to extending 
beyond the inpatient setting the concept 
of not providing Medicare payment for 
healthcare-associated conditions, 

including the advantages and 
disadvantages of taking a payment 
system by payment system approach or 
of adopting the general principle of 
holding the provider that failed to 
prevent the occurrence of a condition in 
one setting responsible for payment of 
the followup care in any other setting. 

We emphasize that we are not 
proposing new Medicare policy in this 
discussion of extending the principle 
behind the IPPS hospital-acquired 
conditions payment provision to the 
OPPS. Rather, we are seeking public 
comment on this discussion of possible 
healthcare-associated conditions and 
the challenges associated with OPPS 
implementation of related payment 
policies. We look forward to continuing 
to work with stakeholders to improve 
the quality, safety, and value of health 
care. We view addressing the ongoing 
problem of preventable healthcare- 
associated conditions in outpatient 
settings, including the HOPD, as a key 
VBP strategy to sharpen the focus on 
such improvements beyond hospital 
inpatient care to those settings where 
the majority of Medicare beneficiaries 
receive most of their health care 
services. 

XVIII. Files Available to the Public Via 
the Internet 

A. Information in Addenda Related to 
the Proposed CY 2009 Hospital OPPS 

Addenda A and B to this proposed 
rule provide various data pertaining to 
the proposed CY 2009 payment for 
items and services under the OPPS. 
Addendum A, which includes a list of 
all APCs proposed to be payable under 
the OPPS, and Addendum B, which 
includes a list of all active HCPCS codes 
and their proposed CY 2009 OPPS 
payment status, are available to the 
public by clicking ‘‘Hospital Outpatient 
Regulations and Notices’’ on the CMS 
Web site at: http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/. 

For the convenience of the public, we 
are also including on the CMS Web site 
a table that displays the HCPCS data in 
Addendum B sorted by proposed APC 
assignment, identified as Addendum C. 

Addendum D1 defines the proposed 
payment status indicators that are used 
in Addenda A and B. Addendum D2 
defines the proposed comment 
indicators that are used in Addendum 
B. Addendum E lists the proposed 
HCPCS codes that would only be 
payable as inpatient procedures and 
would not be payable under the OPPS. 
Addendum L contains the proposed out- 
migration wage adjustment for CY 2009. 
Addendum M lists the proposed HCPCS 
codes that would be members of a 

composite APC and identifies the 
composite APC to which they would be 
assigned. This addendum also identifies 
the status indicator for the code and a 
comment indicator if there is a proposed 
change in the code’s status with regard 
to its membership in the composite 
APC. Each of the proposed HCPCS 
codes included in Addendum M has a 
single procedure payment APC, listed in 
Addendum B, to which it would be 
assigned when the criteria for 
assignment to the composite APC are 
not met. When the criteria for payment 
of the code through the composite APC 
are met, one unit of the composite APC 
payment is paid, thereby providing 
packaged payment for all services that 
are assigned to the composite APC 
according to the specific I/OCE logic 
that applies to the APC. We refer readers 
to the discussion of composite APCs in 
section II.A.2.e. of this proposed rule for 
a complete description of the composite 
APCs. 

These addenda and other supporting 
OPPS data files are available on the 
CMS Web site at: http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/. 

B. Information in Addenda Related to 
the Proposed CY 2009 ASC Payment 
System 

Addenda AA and BB to this proposed 
rule provide various data pertaining to 
the proposed CY 2009 payment for ASC 
covered surgical procedures and 
covered ancillary services for which 
ASCs may receive separate payment. 
Addendum AA lists the proposed ASC 
covered surgical procedures and the 
proposed CY 2009 ASC payment 
indicators and payment rates for each 
procedure. Addendum BB displays the 
proposed ASC covered ancillary 
services and their proposed CY 2009 
payment indicators and payment rates. 
All proposed relative payment weights 
and payment rates for CY 2009 are a 
result of applying the revised ASC 
payment system methodology 
established in the final rule for the 
revised ASC payment system published 
in the Federal Register on August 2, 
2007 (72 FR 42470 through 42548) to 
the proposed CY 2009 OPPS and MPFS 
ratesetting information. 

Addendum DD1 defines the proposed 
payment indicators that are used in 
Addenda AA and BB. Addendum DD2 
defines the proposed comment 
indicators that are used in Addenda AA 
and BB. 

Addendum EE (available only on the 
Internet) lists the surgical procedures 
that we are proposing to exclude from 
Medicare payment if furnished in ASCs. 
The excluded procedures listed in 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00137 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2

http://www.cms.hhs.gov/HospitalOutpatientPPS/
http://www.cms.hhs.gov/HospitalOutpatientPPS/


41552 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

Addendum EE are surgical procedures 
that would either be assigned to the 
OPPS inpatient list, would not be 
covered by Medicare, would be reported 
using a CPT unlisted code, or have been 
determined to pose a significant safety 
risk or are expected to require an 
overnight stay when performed in ASCs. 

These addenda and other supporting 
ASC data files are included on the CMS 
Web site at: http://www.cms.hhs.gov/ 
ASCPayment/. The MPFS data files are 
located at: http://www.cms.hhs.gov/ 
PhysicianFeeSched/. 

The links to all of the FY 2009 IPPS 
wage index related tables (that are 
proposed to be used for the CY 2009 
OPPS) from the FY 2009 IPPS proposed 
rule (73 FR 23723 through 23886) are 
accessible on the CMS Web site at: 
http://www.cms.hhs.gov/ 
AcuteInpatientPPS/WIFN/ 
list.asp#TopofPage. 

XIX. Collection of Information 
Requirements 

A. Legislative Requirement for 
Solicitation of Comments 

Under the Paperwork Reduction Act 
of 1995, we are required to provide 60- 
day notice in the Federal Register and 
solicit public comment before a 
collection of information requirement is 
submitted to the Office of Management 
and Budget (OMB) for review and 
approval. In order to fairly evaluate 
whether an information collection 
should be approved by OMB, section 
3506(c)(2)(A) of the Paperwork 
Reduction Act of 1995 (PRA) requires 
that we solicit comment on the 
following issues: 

• The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 

• The accuracy of our estimate of the 
information collection burden. 

• The quality, utility, and clarity of 
the information to be collected. 

• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 

B. Associated Information Collections 
Not Specified in Regulatory Text 

This proposed rule makes reference to 
one associated information collection, 
HOP QDRP, that is not presented in the 
regulatory text. The following is a 
discussion of this collection: 

Section 419.43(h) requires hospitals, 
in order to qualify for the full annual 
update, to submit quality data to CMS, 
as specified by CMS. In this proposed 
rule, we are proposing the specific 
requirements related to the data that 
must be submitted for the update for CY 

2010. The burden associated with this 
section is the time and effort associated 
with collecting and submitting the data, 
completing participating forms and 
submitting charts for chart audit 
validation. We estimate that there will 
be approximately 3,500 respondents per 
year. 

For hospitals to collect and submit the 
information on the required measures, 
we estimate it will take 30 minutes per 
sampled case. Further, based on an 
estimated 10 percent sample size and 
estimated populations of 2.5 to 5 
million outpatient visits per measure, 
we estimate a total of 1,800,000 cases 
per year. In addition, we estimate that 
completing participation forms will 
require approximately 4 hours per 
hospital per year. We expect the burden 
for all of these hospitals to total 914,000 
hours per year. 

For CY 2010, our proposed validation 
process requires a random sample of 
800 participating hospitals to submit 50 
charts on an annual basis. The burden 
associated with this requirement is the 
time and effort associated with 
collecting, copying, and submitting 
these charts. It will take approximately 
20 hours per hospital to submit the 50 
charts. There will be a total of 
approximately 40,000 charts (800 
hospitals × 50 charts per hospital) 
submitted by the hospitals to CMS for 
a total burden of 16,000 hours. 
Therefore, the total burden for all 
hospitals would be 930,000 hours per 
year. 

We have submitted a copy of this 
proposed rule to OMB for its review of 
the information collection requirements 
described above. These requirements are 
not effective until they have been 
approved by OMB. 

C. Addresses for Submittal of Comments 
on ICRs 

If you comment on these information 
collection and recordkeeping 
requirements, please do either of the 
following: 

1. Submit your comments 
electronically as specified in the 
ADDRESSES section of this proposed rule; 
or 

2. Mail copies to the address specified 
in the ADDRESSES section of this 
proposed rule and to—Office of 
Information and Regulatory Affairs, 
Office of Management and Budget, 
Room 10235, New Executive Office 
Building, Washington, DC 20503, Attn: 
Carolyn L. Raffaelli, CMS Desk Officer, 
CMS–1390–P, e-mail: Carolyn_L._
Raffaelli@omb.eop.gov, Fax (202) 395– 
6974. 

XX. Response to Comments 

Because of the large number of public 
comments we normally receive on 
Federal Register documents, we are not 
able to acknowledge or respond to them 
individually. We will consider all 
comments we receive by the date and 
time specified in the DATES section of 
this proposed rule, and, when we 
proceed with a subsequent document(s), 
we will respond to those comments in 
the preamble to that document(s). 

XXI. Regulatory Impact Analysis 

A. Overall Impact 

We have examined the impacts of this 
proposed rule as required by Executive 
Order 12866 (September 1993, 
Regulatory Planning and Review), the 
Regulatory Flexibility Act (RFA) 
(September 19, 1980, Pub. L. 96–354), 
section 1102(b) of the Social Security 
Act, the Unfunded Mandates Reform 
Act of 1995 (Pub. L. 104–4), Executive 
Order 13132 on Federalism, and the 
Congressional Review Act (5 U.S.C. 
804(2)). 

1. Executive Order 12866 

Executive Order 12866 (as amended 
by Executive Order 13258) directs 
agencies to assess all costs and benefits 
of available regulatory alternatives and, 
if regulation is necessary, to select 
regulatory approaches that maximize 
net benefits (including potential 
economic, environmental, public health 
and safety effects, distributive impacts, 
and equity). A regulatory impact 
analysis (RIA) must be prepared for 
major rules with economically 
significant effects ($100 million or more 
in any 1 year). 

We estimate that the effects of the 
OPPS provisions that would be 
implemented by this proposed rule 
would result in expenditures exceeding 
$100 million in any 1 year. We estimate 
the total increase (from proposed 
changes in this proposed rule as well as 
enrollment, utilization, and case-mix 
changes) in expenditures under the 
OPPS for CY 2009 compared to CY 2008 
to be approximately $1.8 billion. 

We estimate that the proposed update 
to the ASC payment system for CY 2009 
(such as adding nine procedures to the 
ASC list of covered surgical procedures 
and designating five additional 
procedures as office-based) would have 
no net effect on Medicare expenditures 
in CY 2009 compared to the level of 
expenditures in CY 2008. A more 
detailed discussion of the effects of the 
proposed changes to the ASC payment 
system for CY 2009 is provided in 
section XXI.C. of this proposed rule. 
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We estimate that this proposed 
rulemaking is ‘‘economically 
significant’’ as measured by the $100 
million threshold, and hence also a 
major rule under the Congressional 
Review Act. Accordingly, we have 
prepared an initial Regulatory Impact 
Analysis that, to the best of our ability, 
presents the costs and benefits of the 
rulemaking. 

2. Regulatory Flexibility Act (RFA) 
The RFA requires agencies to analyze 

options for regulatory relief of small 
businesses if a rule has a significant 
impact on a substantial number of small 
entities. For purposes of the RFA, small 
entities include small businesses, 
nonprofit organizations, and small 
governmental jurisdictions. Most 
hospitals, other providers, ASCs, and 
other suppliers are considered to be 
small entities, either by being nonprofit 
organizations or by meeting the Small 
Business Administration (SBA) 
definition of a small business (having 
revenues of $31.5 million or less in any 
1 year). (For details on the latest 
standards for health care providers, we 
refer readers the SBA’s Web site at: 
http://sba.gov/idc/groups/public/ 
documents/sba_homepage/ 
serv_sstd_tablepdf.pdf (refer to the 
620000 series). 

For purposes of the RFA, we have 
determined that most hospitals and 
most ASCs would be considered small 
entities according to the SBA size 
standards. Individuals and States are 
not included in the definition of a small 
entity. Therefore, the Secretary has 
determined that this proposed rule 
would have a significant impact on a 
substantial number of small entities. 

3. Small Rural Hospitals 
In addition, section 1102(b) of the Act 

requires us to prepare a regulatory 
impact analysis if a rule may have a 
significant impact on the operations of 
a substantial number of small rural 
hospitals. This analysis must conform to 
the provisions of section 603 of the 
RFA. With the exception of hospitals 
located in certain New England 
counties, for purposes of section 1102(b) 
of the Act, we now define a small rural 
hospital as a hospital that is located 
outside of an urban area and has fewer 
than 100 beds. Section 601(g) of the 
Social Security Amendments of 1983 
(Pub. L. 98–21) designated hospitals in 
certain New England counties as 
belonging to the adjacent urban areas. 
Thus, for OPPS purposes of this 
proposed rule, we continue to classify 
these hospitals as urban hospitals. We 
believe that the proposed changes to the 
OPPS in this proposed rule would affect 

both a substantial number of rural 
hospitals as well as other classes of 
hospitals and that the effects on some 
may be significant. The proposed 
changes to the ASC payment system for 
CY 2009 would have no effect on small 
rural hospitals. 

Therefore, the Secretary has 
determined that this proposed rule 
would have a significant impact on the 
operations of a substantial number of 
small rural hospitals. 

4. Unfunded Mandates 
Section 202 of the Unfunded 

Mandates Reform Act of 1995 (UMRA) 
also requires that agencies assess 
anticipated costs and benefits before 
issuing any rule whose mandates 
require spending in any 1 year of $100 
million in 1995 dollars, updated 
annually for inflation. That threshold 
level is currently approximately $130 
million. This proposed rule will not 
mandate any requirements for State, 
local, or tribal government, nor will it 
affect private sector costs. 

5. Federalism 
Executive Order 13132 establishes 

certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
costs on State and local governments, 
preempts State law, or otherwise has 
Federalism implications. 

We have examined the OPPS and ASC 
proposed provisions included in this 
proposed rule in accordance with 
Executive Order 13132, Federalism, and 
have determined that they would not 
have a substantial direct effect on State, 
local or tribal governments, preempt 
State law, or otherwise have a 
Federalism implication. As reflected in 
Table 45 below, we estimate that OPPS 
payments to governmental hospitals 
(including State and local governmental 
hospitals) would increase by 3.9 percent 
under this proposed rule. The proposed 
provisions related to payments to ASCs 
in CY 2009 would not affect payments 
to governmental hospitals. 

B. Effects of OPPS Changes in This 
Proposed Rule 

We are proposing to make several 
changes to the OPPS that are required 
by the statute. We are required under 
section 1833(t)(3)(C)(ii) of the Act to 
update annually the conversion factor 
used to determine the APC payment 
rates. We are also required under 
section 1833(t)(9)(A) of the Act to revise, 
not less often than annually, the wage 
index and other adjustments. In 
addition, we must review the clinical 
integrity of payment groups and weights 

at least annually. Accordingly, in this 
proposed rule, we are proposing to 
update the conversion factor and the 
wage index adjustment for hospital 
outpatient services furnished beginning 
January 1, 2009, as we discuss in 
sections II.B. and II.C., respectively, of 
this proposed rule. We also are 
proposing to revise the relative APC 
payment weights using claims data from 
January 1, 2007 through December 31, 
2007 and updated cost report 
information. We are proposing to 
continue the payment adjustment for 
rural SCHs, including EACHs. We are 
proposing to remove two device 
categories, HCPCS code C1821 
(Interspinous process distraction device 
(implantable)) and HCPCS code L8690 
(Auditory osseointegrated device, 
includes all internal and external 
components), from pass-through 
payment status in CY 2009. Finally, we 
list the 15 drugs and biologicals in Table 
20 of this proposed rule that we are 
proposing to remove from pass-through 
payment status for CY 2009. 

Under this proposed rule, the 
proposed update change to the 
conversion factor as provided by statute 
would increase total OPPS payments by 
3.0 percent in CY 2009. The proposed 
changes to the APC weights, the 
proposed changes to the wage indices, 
and the proposed continuation of a 
payment adjustment for rural SCHs, 
including EACHs, would not increase 
OPPS payments because these proposed 
changes to the OPPS are budget neutral. 
However, these proposed updates do 
change the distribution of payments 
within the budget neutral system as 
shown in Table 45 below and described 
in more detail in this section. 

1. Alternatives Considered 
Alternatives to the changes we are 

proposing to make and the reasons that 
we have chosen the options are 
discussed throughout this proposed 
rule. Some of the major issues discussed 
in this proposed rule and the options 
considered are discussed below. 

a. Alternatives Considered for Payment 
of Multiple Imaging Procedures 

We are proposing to revise our 
payment methodology for multiple 
imaging procedures performed during a 
single session using the same imaging 
modality by applying a composite APC 
payment methodology in CY 2009. We 
would provide one composite APC 
payment each time a hospital bills for 
second and subsequent procedures 
described by the HCPCS codes in one 
imaging family on a single date of 
service. As discussed in detail in section 
II.A.2.e.(5) of this proposed rule, we are 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00139 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2

http://sba.gov/idc/groups/public/documents/sba_homepage/serv_sstd_tablepdf.pdf


41554 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

proposing to utilize three imaging 
families of HCPCS codes based on 
imaging modality for purposes of this 
methodology (that is, Ultrasound, CT 
and CTA, and MRI and MRA). The 
proposed composite APC methodology 
for multiple imaging services would 
result in the creation of the following 
five new APCs due to the statutory 
requirement that we differentiate 
payment for OPPS imaging services 
provided with and without contrast: 
APC 8004 (Ultrasound Composite); APC 
8005 (CT and CTA without Contrast 
Composite); APC 8006 (CT and CTA 
with Contrast Composite); APC 8007 
(MRI and MRA without Contrast 
Composite); and APC 8008 (MRI and 
MRA with Contrast Composite). 

We considered three alternative CY 
2009 payment options for imaging 
services under the OPPS. The first 
alternative we considered was to make 
no change to the current payment policy 
of providing hospitals a full APC 
payment for each imaging service on a 
claim, regardless of how many 
procedures are performed during a 
single session using the same imaging 
modality or whether the procedures are 
performed on contiguous body areas. 
We did not choose this alternative 
because we believe that continuing the 
current payment methodology would 
neither reflect nor promote the 
efficiencies hospitals can achieve when 
they perform multiple imaging 
procedures during a single session, as 
demonstrated in CY 2007 claims data 
and discussed in section II.A.2.e.(5) of 
this proposed rule. 

The second alternative we considered 
was to utilize the 11 families of imaging 
HCPCS codes applicable under the 
MPFS multiple imaging discount policy, 
distinct groups of codes which are based 
on imaging modality and contiguous 
body area, in the development of the 
multiple imaging composite APCs. We 
did not choose this alternative because, 
as we discuss in section II.A.2.e.(5) of 
this proposed rule, we believe that the 
large number of smaller MPFS families 
are neither appropriate nor necessary for 
the OPPS. These groups do not 
correspond to the larger APC groups of 
services paid under the OPPS in 
contrast to the service-specific payment 
under the MPFS, and would not reflect 
all efficiencies that may typically be 
gained in a single imaging session in the 
hospital outpatient setting of care. 

The third alternative we considered 
and are proposing for CY 2009 is to 
develop the multiple imaging composite 
APCs by collapsing the 11 MPFS 
imaging families into 3 imaging families 
based solely on imaging modality. We 
chose this alternative because we 

believe that the contiguous body area 
concept that is central to the MPFS 
imaging families is not necessary to 
capture potential efficiencies in a 
hospital outpatient imaging session. As 
discussed in section II.A.2.e.(5) of this 
proposed rule, we would not expect 
second and subsequent imaging services 
of the same modality involving 
noncontiguous body areas to require 
certain duplicate facility services. We 
believe that collapsing the 11 MPFS 
imaging families into 3 groups for 
purposes of the OPPS multiple imaging 
composite payment methodology most 
accurately reflects how these services 
are provided in the hospital outpatient 
setting of care and would most 
effectively encourage hospital 
efficiencies that could be achieved 
when multiple imaging procedures are 
performed during a single session. We 
also believe that deriving the proposed 
multiple imaging composite APCs from 
3 collapsed imaging families, rather 
than the 11 MPFS imaging families, 
would enable us to maximize the use of 
multiple imaging claims for ratesetting. 

b. Alternatives Considered for the 
Proposed HOP QDRP Requirements for 
the CY 2009 Payment Update 

As discussed in section XVI.D.2. of 
this proposed rule, we are proposing to 
implement the payment provisions of 
section 109 of the MIEA–TRHCA, which 
amended section 1833(t) of the Act by 
adding a new subsection (17). In 
summary, new section 1833(t)(17)(A) of 
the Act requires that certain hospitals 
that fail to meet the HOP QDRP 
reporting requirements incur a 2.0 
percentage point reduction to their OPD 
fee schedule increase factor, that is, the 
market basket update. The application 
of a reduced OPD fee schedule increase 
factor results in reduced national 
unadjusted payment rates that will 
apply to certain outpatient items and 
services performed by hospitals that are 
required to report outpatient quality 
data and that fail to meet the HOP QDRP 
requirements. 

As described in detail in section 
XVI.D.2. of this proposed rule, we are 
proposing that, effective for services 
paid under the CY 2009 OPPS, we 
would calculate two conversion factors: 
A full market basket conversion factor 
(that is, the full CF) and a reduced 
market basket conversion factor (that is, 
the reduced CF). Therefore, we are 
proposing to calculate a ‘‘reporting 
ratio’’ which would apply to payment 
for hospitals that fail to meet their 
reporting requirements, by dividing the 
reduced CF by the full CF. 

Under the OPPS, we have two levels 
of Medicare beneficiary copayment for 

many separately paid services: The 
minimum unadjusted copayment and 
the national unadjusted copayment. The 
minimum unadjusted copayment is 
always 20 percent of the unadjusted 
national payment rate for each 
separately payable service. The national 
unadjusted copayment is determined 
based on the historic coinsurance rate 
for the services assigned to the APC. We 
considered two alternative policy 
options for the copayment calculation 
methodology for those hospitals that fail 
to meet the HOP QDRP requirements. 

The first alternative we considered 
was to calculate the national unadjusted 
copayments and the minimum 
unadjusted copayments based on the 
reduced national unadjusted payment 
amounts, using our standard copayment 
methodology. We found that in many 
cases the beneficiary copayment amount 
would remain the same as calculated 
based on the full national unadjusted 
payment rates, although the total 
reduced national unadjusted payment 
rate would decline because of the 
reduction to the conversion factor. 
Therefore, in these cases, the ratio of the 
copayment to the total payment (the 
coinsurance percentage) would increase 
rather than decrease if we were to 
calculate copayments based on the 
reduced national unadjusted payment 
rates. We did not choose this option 
because we believe that the increased 
coinsurance percentage that results from 
this methodology is contradictory to the 
intent of the statute that the coinsurance 
percentage should never increase and is 
also contradictory to our copayment 
rules that are intended to gradually 
reduce the percentage of the payment 
attributed to copayments until the 
copayment is equal to the minimum 
unadjusted copayment for all services. 

The second alternative we considered 
and are proposing is to apply the 
reporting ratio noted above to both the 
national unadjusted copayment and the 
minimum unadjusted copayment that 
would apply to each APC for hospitals 
that receive the reduced CY 2009 OPPS 
payment update. Beneficiaries and 
secondary payers would thereby not pay 
a higher coinsurance rate and would 
share in the reduction of payments to 
these hospitals. We believe that this 
alternative would allow us to 
appropriately set the national 
unadjusted copayments for the reduced 
OPPS national unadjusted payment 
rates and is most consistent with the 
eventual establishment of 20 percent of 
the payment rate as the uniform 
coinsurance percentage for all services 
under the OPPS. 
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c. Alternatives Considered Regarding 
OPPS Cost Estimation for Relative 
Payment Weights 

Since the implementation of the 
OPPS, some commenters have raised 
concerns about potential bias in the 
OPPS cost-based weights due to ‘‘charge 
compression,’’ which is the practice of 
applying a lower charge markup to 
higher-cost services and a higher charge 
markup to lower-cost services. To 
explore this issue, in August 2006 we 
awarded a contract to RTI to study the 
effects of charge compression in 
calculating the IPPS relative weights, 
particularly with regard to the impact 
on inpatient DRG payments, and to 
consider methods to reduce the 
variation in the CCRs used to calculate 
costs for the IPPS relative weights across 
services within cost centers. Of specific 
note was analysis of a regression-based 
methodology estimating an average 
adjustment for CCRs by type of revenue 
code from an observed relationship 
between provider cost center CCRs and 
proportional billing of high and low cost 
services in the cost center. In August 
2007, we expanded the RTI contract to 
determine whether the findings of the 
report were also applicable to the 
payment weights established under the 
OPPS and to more systematically 
explore cost estimation issues specific 
to the OPPS, including the revenue 
code-to-cost center crosswalk. We refer 
readers to section II.A.1.c. of this 
proposed rule for discussion of the 
issues and http://www.rti.org for the RTI 
findings and recommendations. The 
final RTI report describing its research 
findings was made available at about the 
time of the release of this proposed rule 
in July 2008. In this report, RTI made a 
number of recommendations for 
achieving more accurate estimates of 
cost for services paid under both the 
IPPS and the OPPS. This report also 
distinguished between two types of 
research findings and recommendations, 
that is, those pertaining to the 
accounting or cost report data itself and 
those related to statistical regression 
analysis. RTI made 11 recommendations 
to improve IPPS and OPPS cost 
estimation, including both short- and 
long-term accounting changes, and 
short-term regression-based and other 
statistical adjustments. For a detailed 
discussion of the RTI recommendations 
from the July 2008 report, we refer 
readers to section II.A.1.c. of this 
proposed rule. 

With respect to adopting the RTI 
recommendations, we considered three 
alternatives. The first alternative we 
considered was to propose no changes 
in response to the RTI findings and to 

accept none of the recommendations 
regarding cost estimation. We did not 
choose this alternative because we agree 
with RTI’s findings that there are likely 
misassigned costs in the cost reports 
that could adversely affect the OPPS 
relative weights and that charge 
compression influences the OPPS 
payment weights. 

The second alternative we considered 
was to accept all of the RTI 
recommendations. We did not choose 
this alternative because of the 
magnitude and scope of impact on APC 
relative weights that would result from 
adopting all accounting and statistical 
changes in cost estimation that were 
recommended. Further, the numerous 
and substantial changes that RTI 
recommended have significantly 
complex interactions with one another 
and we believe that we should proceed 
cautiously in considering their 
adoption. In a budget neutral payment 
system, increases in payment for some 
services always result in reductions to 
payment for other services. We believe 
that any potential accounting and 
statistical changes in cost estimation are 
likely to result in significant shifts in 
payment within hospital departments 
and between hospitals and should be 
thoroughly assessed before we decide 
whether to propose changes beyond 
those we are proposing for CY 2009 as 
discussed below. 

The third alternative we considered 
and the one we are proposing in this 
OPPS rule is to break the single 
standard cost center 5600 into two 
proposed new standard cost centers: 
Drugs with High Overhead Cost Charged 
to Patients and Drugs with Low 
Overhead Cost Charged to Patients, to 
reduce the reallocation of pharmacy 
overhead cost from expensive to 
inexpensive drugs and biologicals when 
setting an equivalent average ASP-based 
payment amount in the future. This 
proposal is consistent with RTI’s 
recommendation for creating a new cost 
center whose CCR would be used to 
adjust charges to costs for drugs 
requiring detail coding. We refer readers 
to section V.B.3. of this proposed rule 
for the discussion of the creation of the 
two proposed new cost centers and the 
potential approaches to distinguishing 
between the two groups of drugs and 
biologicals. We note that we made a 
similar proposal for the Medical 
Supplies Charged to Patients cost center 
in the FY 2009 IPPS proposed rule (73 
FR 23546). We are proposing this 
alternative because we believe that it 
would lead to more accurate cost 
estimation for drugs and biologicals and 
their associated pharmacy overhead 
costs in a manner that is consistent with 

our current methodology for estimating 
costs under both the IPPS and the OPPS. 
The nature of cost report timing and 
changes in reporting charges would 
phase in the resulting changes to 
payment rates in such a way that the 
impact would be moderated compared 
to the effect of applying the regression 
adjustments to the current claims data. 
Therefore, this approach would 
ultimately provide more accurate 
payment for drugs and biologicals based 
on the costs of hospitals as reported to 
us and would also not introduce a high 
level of instability in the OPPS payment 
rates. Moreover, we would be able to 
complete a full assessment of the 
potential impact of all of the cost 
estimation changes recommended by 
RTI and to consider and analyze public 
comments on the numerous other 
recommendations before deciding 
whether or not to propose any of the 
other recommendations of the RTI 
study. 

2. Limitations of Our Analysis 
The distributional impacts presented 

here are the projected effects of the 
proposed CY 2009 policy changes on 
various hospital groups. We post our 
hospital-specific estimated payments for 
CY 2009 with the other supporting 
documentation for this proposed rule. 
To view the hospital-specific estimates, 
we refer readers to the CMS Web site at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/. Select 
‘‘regulations and notices’’ from the left 
side of the page and then select ‘‘CMS– 
1404–P’’ from the list of regulations and 
notices. The hospital-specific file layout 
and the hospital-specific file are listed 
with the other supporting 
documentation for this proposed rule. 
We show hospital-specific data only for 
hospitals whose claims were used for 
modeling the impacts shown in Table 
45 below. We do not show proposed 
hospital-specific impacts for hospitals 
whose claims we were unable to use. 
We refer readers to section II.A.2. of this 
proposed rule for a discussion of the 
hospitals whose claims we do not use 
for ratesetting and impact purposes. 

We estimate the effects of the 
proposed individual policy changes by 
estimating payments per service, while 
holding all other payment policies 
constant. We use the best data available 
but do not attempt to predict behavioral 
responses to our proposed policy 
changes. In addition, we do not make 
adjustments for future changes in 
variables such as service volume, 
service-mix, or number of encounters. 
As we have done in previous rules, we 
are soliciting public comment and 
information about the anticipated effect 
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of the proposed changes on hospitals 
and our methodology for estimating 
them. 

3. Estimated Effects of This Proposed 
Rule on Hospitals 

Table 45 below shows the estimated 
impact of this proposed rule on 
hospitals. Historically, the first line of 
the impact table, which estimates the 
proposed change in payments to all 
hospitals, has always included cancer 
and children’s hospitals, which are held 
harmless to their pre-BBA payment to 
cost ratio. We are also including CMHCs 
in the first line that includes all 
providers because we included CMHCs 
in our weight scaler estimate. We 
typically do not report a separate impact 
for CMHCs because they are paid for 
only one service, PHP, under the OPPS, 
and each CMHC can typically easily 
estimate the impact of the proposed 
changes by referencing payment for PHP 
services in Addendum A. Because we 
are proposing a CY 2009 policy change 
to PHP payment that is more 
complicated than a simple change in the 
payment rate, this year we present 
separate impacts for CMHCs in Table 45 
and discuss the impact on CMHCs in 
section XXI.B.4. below. 

The estimated increase in the total 
payments made under the OPPS is 
limited by the increase to the 
conversion factor set under the 
methodology in the statute. The 
distributional impacts presented do not 
include assumptions about changes in 
volume and service-mix. The enactment 
of Pub. L. 108–173 on December 8, 2003 
provided for the additional payment 
outside of the budget neutrality 
requirement for wage indices for 
specific hospitals reclassified under 
section 508. The MMSEA extended 
section 508 reclassifications through 
September 30, 2008. The amounts 
attributable to this reclassification are 
incorporated into the CY 2008 estimates 
but because section 508 expires in 2008, 
no additional payments under section 
508 are considered for CY 2009 in this 
impact analysis. 

Table 45 shows the estimated 
redistribution of hospital and CMHC 
payments among providers as a result of 
proposed APC reconfiguration and 
recalibration; wage indices; the 
combined impact of the APC 
recalibration, wage effects, and the 
market basket update to the conversion 
factor; and, finally, estimated 
redistribution considering all proposed 
payments for CY 2009 relative to all 
payments for CY 2008, including the 
impact of changes in the outlier 
threshold and changes to the pass- 
through estimate. We did not model a 

budget neutrality adjustment for the 
rural adjustment for SCHs, including 
EACHs, because we are not proposing 
any changes to the policy for CY 2009. 
Because updates to the conversion 
factor, including the update of the 
market basket and the addition of 
money not dedicated to pass-through 
payment for CY 2009, are applied 
uniformly across services, observed 
redistributions of payments in the 
impact table for hospitals largely 
depend on the mix of services furnished 
by a hospital (for example, how the 
APCs for the hospital’s most frequently 
furnished services would change), and 
the impact of the wage index changes on 
the hospital. However, total payments 
made under this system and the extent 
to which this proposed rule would 
redistribute money during 
implementation also would depend on 
changes in volume, practice patterns, 
and the mix of services billed between 
CY 2008 and CY 2009, which CMS 
cannot forecast. 

Overall, the proposed OPPS rates for 
CY 2009 would have a positive effect for 
providers paid under the OPPS, 
resulting in a 3.2 percent increase in 
Medicare payments. Removing cancer 
and children’s hospitals because their 
payments are held harmless to the pre- 
BBA ratio between payment and cost, 
and CMHCs, suggests that proposed 
changes would result in a 3.6 percent 
increase in Medicare payments to all 
other hospitals, exclusive of transitional 
pass-through payments. 

To illustrate the impact of the 
proposed CY 2009 changes, our analysis 
begins with a baseline simulation model 
that uses the final CY 2008 weights, the 
FY 2008 final post-reclassification IPPS 
wage indices, and the final CY 2008 
conversion factor. Column 2 in Table 45 
shows the independent effect of 
proposed changes resulting from the 
reclassification of services among APC 
groups and the proposed recalibration of 
APC weights, based on 12 months of CY 
2007 hospital OPPS claims data and 
more recent cost report data. We 
modeled the effect of proposed APC 
recalibration changes for CY 2009 by 
varying only the weights (the final CY 
2008 weights versus the estimated 
proposed CY 2009 weights) and 
calculating the percent difference in 
payments. Column 2 also reflects the 
effect of proposed changes resulting 
from the APC reclassification and 
recalibration changes and any changes 
in multiple procedure discount patterns 
that occur as a result of the changes in 
the relative magnitude of proposed 
payment weights. 

Column 3 reflects the independent 
effects of updated wage indices, 

including proposed application of 
budget neutrality for the rural floor 
policy on a statewide basis. While we 
have included changes to the rural 
adjustment in this column in the past, 
we did not model a budget neutrality 
adjustment for the rural adjustment for 
SCHs, including EACHs, because we are 
proposing no changes to the policy for 
CY 2009. We modeled the independent 
effect of updating the wage index and 
the rural adjustment by varying only the 
wage index, using the proposed CY 
2009 scaled weights and a CY 2008 
conversion factor that included a budget 
neutrality adjustment for changes in 
wage effects and the rural adjustment 
between CY 2008 and CY 2009. 

Column 4 demonstrates the combined 
‘‘budget neutral’’ impact of APC 
recalibration (that is, Column 2), the 
wage index update (that is, Column 3), 
as well as the impact of updating the 
conversion factor with the market basket 
update. We modeled the independent 
effect of the budget neutrality 
adjustments and the market basket 
update by using the weights and wage 
indices for each year, and using a CY 
2008 conversion factor that included the 
market basket update and budget 
neutrality adjustments for differences in 
wages. 

Finally, Column 5 depicts the full 
impact of the CY 2009 proposed policies 
on each hospital group by including the 
effect of all the proposed changes for CY 
2009 (including the APC reconfiguration 
and recalibration shown in Column 2) 
and comparing them to all estimated 
payments in CY 2008, including 
changes to the wage index under section 
508 of Pub. L. 108–173 as extended by 
the MMSEA. Column 5 shows the 
combined budget neutral effects of 
Columns 2 through 4, plus the impact 
of the proposed change to the fixed 
outlier threshold from $1,575 to $1,800; 
the impact of expiring section 508 
reclassification wage index increases; 
and the impact of reducing the estimate 
of the percentage of total OPPS 
payments dedicated to transitional pass- 
through payments. We estimate that 
these proposed cumulative changes 
would increase payments to all 
providers by 3.2 percent for CY 2009. 
We modeled the independent effect of 
all proposed changes in Column 5 using 
the final weights for CY 2008 and the 
proposed weights for CY 2009. We used 
the final conversion factor for CY 2008 
of $63.694 and the proposed CY 2009 
conversion factor of $65.684. Column 5 
also contains simulated outlier 
payments for each year. We used the 
charge inflation factor used in the FY 
2009 IPPS proposed rule of 5.84 percent 
(1.0585) to increase individual costs on 
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the CY 2007 claims to reflect CY 2008 
dollars, and we used the most recent 
overall CCR in the April 2008 
Outpatient Provider-Specific File. Using 
the CY 2007 claims and a 5.84 percent 
charge inflation factor, we currently 
estimate that outlier payments for CY 
2008, using a multiple threshold of 1.75 
and a fixed-dollar threshold of $1,575, 
would be approximately 0.76 percent of 
total payments. Outlier payments of 
0.76 percent appear in the CY 2008 
comparison in Column 5. We used the 
same set of claims and a charge inflation 
factor of 12.04 percent (1.1204) and the 
CCRs in the April 2008 Outpatient 
Provider-Specific File, with an 
adjustment of 0.9920 to reflect relative 
changes in cost and charge inflation 
between CY 2007 and CY 2009, to 
model the proposed CY 2009 outliers at 
1.0 percent of total payments using a 
multiple threshold of 1.75 and a fixed- 
dollar threshold of $1,800. 

Column 1: Total Number of Hospitals 

The first line in Column 1 in Table 45 
shows the total number of providers 
(4,181), including cancer and children’s 
hospitals and CMHCs for which we 
were able to use CY 2007 hospital 
outpatient claims to model CY 2008 and 
CY 2009 payments by classes of 
hospitals. We excluded all hospitals for 
which we could not accurately estimate 
CY 2008 or CY 2009 payment and 
entities that are not paid under the 
OPPS. The latter entities include CAHs, 
all-inclusive hospitals, and hospitals 
located in Guam, the U.S. Virgin 
Islands, Northern Mariana Islands, 
American Samoa, and the State of 
Maryland. This process is discussed in 
greater detail in section II.A. of this 
proposed rule. At this time, we are 
unable to calculate a disproportionate 
share (DSH) variable for hospitals not 
participating in the IPPS. Hospitals for 
which we do not have a DSH variable 
are grouped separately and generally 
include psychiatric hospitals, 
rehabilitation hospitals, and LTCHs. We 
show the total number (3,902) of OPPS 
hospitals, excluding the hold-harmless 
cancer and children’s hospitals, and 
CMHCs, on the second line of the table. 
We excluded cancer and children’s 
hospitals because section 1833(t)(7)(D) 
of the Act permanently holds harmless 
cancer hospitals and children’s 
hospitals to a proportion of their pre- 
BBA payment relative to their pre-BBA 
costs and, therefore, we removed them 
from our impact analyses. We show the 
isolated impact on 218 CMHCs in the 
last row of the impact table and discuss 
that impact separately below. 

Column 2: APC Changes Due to 
Reassignment and Recalibration 

This column shows the combined 
effects of proposed reconfiguration, 
recalibration, and other policies (such as 
composite payment for multiple 
imaging procedures performed on the 
same day, payment for drugs at ASP+4 
percent, and changes in payment for 
PHP services). In many cases, the 
redistribution created by the reduction 
in the PHP payment offsets other 
recalibration losses. Specifically, the 
reduction in PHP payment is 
redistributed to hospitals and reflected 
in the 0.4 percent increase for the 3,902 
hospitals that remain after excluding 
hospitals held harmless and CMHCs. 
Overall, these proposed changes would 
increase payments to urban hospitals by 
0.4 percent. We estimate that large 
urban hospitals would see an increase of 
0.4 percent and other urban hospitals 
would see a 0.5 percent increase in 
payments, all attributable to 
recalibration. 

Overall, rural hospitals would show a 
0.5 percent increase as a result of 
proposed changes to the APC structure. 
With the money redistributed from PHP 
services, rural hospitals of all bed sizes 
would experience no change or would 
experience increases ranging from 0.4 to 
0.7 percent. 

Among teaching hospitals, the largest 
observed impacts resulting from APC 
recalibration include an increase of 0.6 
percent for major teaching hospitals and 
an increase of 0.4 percent for minor 
teaching hospitals. 

Classifying hospitals by type of 
ownership suggests that proprietary 
hospitals would see an increase of 0.3 
percent, governmental hospitals would 
see an increase of 0.4 percent, and 
voluntary hospitals would see an 
increase of 0.5 percent. 

We note also that both low volume 
urban and rural hospitals with less than 
5,000 lines and hospitals for which DSH 
payments are not available would 
experience decreases of 0.2 to 6.2 
percent as a result of the decline in 
payment for PHP services and the 
proposed change in payment policy for 
PHP services from one per diem rate in 
CY 2008 to two per diem rates in CY 
2009. 

Column 3: New Wage Indices and the 
Effect of the Rural Adjustment 

This column estimates the impact of 
applying the proposed FY 2009 IPPS 
wage indices for the CY 2009 OPPS. 
Overall, these proposed changes would 
not change the payments to urban or 
rural hospitals. 

Among teaching hospitals, the largest 
observed impact resulting from 

proposed changes to the wage indices is 
a decrease of 0.1 percent for major 
teaching hospitals in contrast to no 
change for minor teaching hospitals. 
Classifying hospitals by type of 
ownership suggests that proprietary 
hospitals would gain 0.1 percent, 
governmental hospitals would see an 
increase of 0.2 percent, and voluntary 
hospitals would experience no change. 

We estimate that the combination of 
updated wage data from FY 2005 cost 
reports and statewide application of 
rural floor budget neutrality 
redistributes payment among regions. 
Both rural and urban areas in New 
England and the Middle Atlantic states 
experience declines up to 2.0 percent. 
The Central regions (excluding the East 
North Central regions) and the Pacific 
regions of the country experience 
increases up to 0.5 percent. Change in 
Puerto Rico’s wage data contributes to 
the decrease of 0.8 percent. 

Column 4: All Proposed Budget 
Neutrality Changes and Market Basket 
Update 

With the exception of urban hospitals 
with the lowest volume of services and 
hospitals not paid under the IPPS, 
including psychiatric hospitals, 
rehabilitation hospitals, and long term 
care hospitals (DSH not available), the 
addition of the proposed market basket 
update of 3.0 percent mitigates any 
negative impacts on proposed payments 
for CY 2009 created by the budget 
neutrality adjustments made in 
Columns 2 and 3. In general, all 
hospitals would see an increase of 3.4 
percent, attributable to the proposed 3.0 
percent market basket increase and the 
0.4 percent increase in payment weight 
created by the reduction in payment for 
PHP services that is then redistributed 
to other services. 

Overall, these proposed changes 
would increase payments to urban 
hospitals by 3.4 percent. We estimate 
that large urban hospitals would see an 
increase of 3.3 percent and other urban 
hospitals would see a 3.6 percent 
increase. In contrast, small urban 
hospitals that bill fewer than 5,000 lines 
per year would experience a decrease in 
payment of 1.0 percent, largely as a 
result of the decrease in payment for 
PHP and mental health services 
appearing in Column 2. 

Overall, rural hospitals would show a 
3.5 percent increase as a result of the 
proposed market basket update. Rural 
hospitals that bill less than 5,000 lines 
would see a 3.5 percent increase. 
Increases in payment due to the 
proposed wage index modestly offset 
the reduction in payment for PHP 
services in low volume rural hospitals. 
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Rural hospitals that bill more than 5,000 
lines would experience increases of 2.7 
to 3.6 percent. 

Among teaching hospitals, the 
observed impacts resulting from the 
proposed market basket update include 
an increase of 3.4 percent for both major 
and minor teaching hospitals. 

Classifying hospitals by type of 
ownership suggests that proprietary 
hospitals would increase 3.3 percent, 
governmental hospitals would increase 
3.6 percent, and voluntary hospitals 
would experience an increase of 3.4 
percent. 

Column 5: All Proposed Changes for CY 
2009 

Column 5 compares all proposed 
changes for CY 2009 to final payment 
for CY 2008 and includes the expiring 
section 508 reclassification wage 
indices, the change in the outlier 
threshold, and the difference in pass- 
through estimates which are not 
included in the combined percentages 
shown in Column 4. Overall, we 
estimate that providers would see an 
increase of 3.2 percent under this 
proposed rule in CY 2009 relative to 
total spending in CY 2008. The 
projected 3.2 percent increase for all 
providers in Column 5 reflects the 
proposed 3.0 percent market basket 
increase, plus 0.02 percent for the 
proposed change in the pass-through 
estimate between CY 2008 and CY 2009, 
plus 0.24 percent for the difference in 
estimated outlier payments between CY 
2008 (0.76 percent) and CY 2009 (1.0 
percent), less 0.09 percent for the 
expired section 508 wage payments. 
When we exclude cancer and children’s 
hospitals (which are held harmless to 
their pre-OPPS costs) and CMHCs, the 
gain would be 3.6 percent. 

The combined effect of all proposed 
changes for CY 2009 would increase 
payments to urban hospitals by 3.6 
percent. We estimate that large urban 
hospitals would see a 3.5 percent 
increase, while ‘‘other’’ urban hospitals 
would experience an increase of 3.6 
percent. Urban hospitals that bill less 
than 5,000 lines would experience a 
decrease of 1.0 percent. 

Overall, rural hospitals would show a 
3.6 percent increase as a result of the 
combined effects of all proposed 
changes for CY 2009. Rural hospitals 
that bill less than 5,000 lines would 

experience an increase of 4.0 percent, 
which is greater than the 3.5 percent 
increase in Column 4. All rural 
hospitals that bill greater than 5,000 
lines would experience increases 
ranging from 2.9 percent to 3.7 percent. 

Among teaching hospitals, the largest 
observed impacts resulting from the 
combined effects of all proposed 
changes include an increase of 3.9 
percent for major teaching hospitals and 
an increase of 3.5 percent for minor 
teaching hospitals. 

Classifying hospitals by type of 
ownership suggests that proprietary 
hospitals would gain 3.4 percent, 
governmental hospitals would 
experience an increase of 3.9 percent, 
and voluntary hospitals would 
experience an increase of 3.5 percent. 

4. Estimated Effects of This Proposed 
Rule on CMHCs 

The last row of the impact analysis in 
Table 45 demonstrates the impact on 
CMHCs. We modeled this impact 
assuming that CMHCs would continue 
to provide the same number of days of 
PHP care, with each day having either 
three services or four or more services, 
as seen in the CY 2007 claims data. 
Using these assumptions, there would 
be a 33.2 percent decrease in payments 
to CMHCs due to these proposed APC 
policy changes (shown in Column 2). 
Column 3 shows that the CY 2009 
proposed wage index updates account 
for a small decrease in payments to 
CMHCs (0.2 percent). We note that all 
providers paid under the OPPS, 
including CMHCs, receive a 3.0 percent 
market basket increase (shown in 
Column 4). Combining this market 
basket increase, along with proposed 
changes in APC policy for CY 2009 and 
the CY 2009 wage index updates, the 
combined impact on CMHCs for CY 
2009 is a 30.3 percent decrease. 

We anticipate that CMHCs would 
change their behavior in response to the 
CY 2009 proposed payment rates for 
PHP services, consistent with patient 
need. By providing one additional 
qualifying partial hospitalization 
service, CMHCs would qualify for 
payment of proposed APC 0173 (Level 
II Partial Hospitalization payment (4 or 
more services)), whose proposed 
payment rate is approximately $174, 
rather than proposed APC 0172 (Level I 
Partial Hospitalization payment rate (3 

services)), whose proposed payment rate 
is approximately $140. This change in 
behavior would lessen the impact on 
CMHCs in CY 2009. 

Using the CY 2007 CMHC claims data, 
there are a large number of days 
provided by CMHCs with only 3 
services furnished in a given day (nearly 
1 million days billed by CMHCs were 
for 3 units of service). If CMHCs were 
to provide 1 additional service on 50 
percent of those 1 million days with 3 
services, we estimate that the impact on 
CY 2009 payment to CMHCs would be 
a 26.8 percent decrease rather than a 
33.2 percent decrease (which is the 
decrease due to proposed APC changes, 
while keeping the number of days with 
3 services the same as reflected in CY 
2007 claims data). Continuing to use the 
assumption that 50 percent of CMHC 
days would qualify for the Level II PHP 
payment rate, we estimate that the 
combined impact including all changes 
(market basket increase, proposed 
changes in APC policy for CY 2009, and 
CY 2009 wage index updates), on 
CMHCs for CY 2009 would be 
approximately a 24.7 percent decrease 
in payment. 

We believe that CMHCs may provide 
additional services on days in excess of 
the 50 percent of current 3 service days 
assumed in the scenario described 
above, behavior which would further 
mitigate the estimated decrease in 
payments to CMHCs. Furthermore, we 
note that there are approximately 40,000 
days billed by CMHCs in CY 2007 with 
only 1 or 2 PHP services. The impact 
analysis shown in Table 45 is modeled 
assuming that those days would not 
receive any payment, in accordance 
with our proposed policy to deny 
payment for days with less than three 
services. However, we anticipate that 
CMHCs would also change their 
behavior in response to our proposed 
policy to deny payment for days with 
less than three services, to the extent 
providing additional services is 
consistent with the plan of care 
established by each patient’s physician. 
This change in behavior would mitigate 
modeled payment reductions to CMHCs 
because additional days would qualify 
for proposed new APC 0172. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

5. Estimated Effect of This Proposed 
Rule on Beneficiaries 

For services for which the beneficiary 
pays a copayment of 20 percent of the 
payment rate, the beneficiary share of 
payment would increase for services for 
which the OPPS payments would rise 
and would decrease for services for 
which the OPPS payments would fall. 
For example, for a service assigned to 
Level IV Needle Biopsy/Aspiration 
Except Bone Marrow (APC 0037) in the 
CY 2008 OPPS, the national unadjusted 
copayment was $228.76, and the 
minimum unadjusted copayment was 
$172.95. For CY 2009, the proposed 
national unadjusted copayment for APC 
0037 is $228.76, the same national 
unadjusted copayment in effect for CY 
2008. The proposed minimum 
unadjusted copayment for APC 0037 is 
$177.69, or 20 percent of the proposed 
national unadjusted payment rate for 
APC 0037 of $888.42 for CY 2009. The 
proposed minimum unadjusted 

copayment would rise because the 
proposed payment rate for APC 0037 
would rise for CY 2009. In all cases, the 
statute limits beneficiary liability for 
copayment for a service to the inpatient 
hospital deductible for the applicable 
year. The CY 2009 inpatient deductible 
is not yet available. 

In order to better understand the 
impact of proposed changes in 
copayment on beneficiaries, we 
modeled the percent change in total 
copayment liability using CY 2007 
claims. We estimate, using the claims of 
the 4,181 hospitals and CMHCs on 
which our modeling is based, that total 
beneficiary liability for copayments 
would decline as an overall percentage 
of total payments from 24.9 percent in 
CY 2008 to 23.1 percent in CY 2009. 
This estimated decline in beneficiary 
liability is a consequence of the APC 
recalibration and reconfiguration we are 
proposing for CY 2009. 

6. Conclusion 

The proposed changes in this 
proposed rule would affect all classes of 
hospitals. Some classes of hospitals 
would experience significant gains and 
others less significant gains, but almost 
all classes of hospitals would 
experience positive updates in OPPS 
payments in CY 2009. Table 45 
demonstrates the estimated 
distributional impact of the OPPS 
budget neutrality requirements that 
results in a 3.2 percent increase in 
payments for CY 2009, after considering 
all proposed changes to APC 
reconfiguration and recalibration, as 
well as the proposed market basket 
increase, wage index changes, estimated 
payment for outliers, and proposed 
changes to the pass-through payment 
estimate. The accompanying discussion, 
in combination with the rest of this 
proposed rule, constitutes a regulatory 
impact analysis. 
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7. Accounting Statement 

As required by OMB Circular A–4 
(available at http:// 
www.whitehouse.gov/omb/circulars/ 

a004a-4.pdf), in Table 46, we have 
prepared an accounting statement 
showing the CY 2009 estimated hospital 
OPPS incurred benefit impact 
associated with the proposed CY 2009 

hospital outpatient market basket 
update shown in this proposed rule, 
based on the 2008 Trustees’ Report 
baseline. All estimated impacts are 
classified as transfers. 

TABLE 46.—ACCOUNTING STATEMENT: CY 2009 ESTIMATED HOSPITAL OPPS INCURRED BENEFIT IMPACT ASSOCIATED 
WITH THE PROPOSED CY 2009 HOSPITAL OUTPATIENT MARKET BASKET UPDATE 

[In billions] 

Category Transfers 

Annualized Monetized Transfers .............................................................. $0.6. 
From Whom to Whom .............................................................................. Federal Government to outpatient hospitals and other providers who 

received payment under the hospital OPPS. 

Total ................................................................................................... $0.6. 

C. Effects of Proposed ASC Payment 
System Changes in This Proposed Rule 

On August 2, 2007, we published in 
the Federal Register the final rule for 
the revised ASC payment system, 
effective January 1, 2008 (72 FR 42470). 
In that final rule, we: Adopted the 
methodologies to set payment rates for 
covered ASC services to implement the 
revised payment system so that it would 
be designed to result in budget 
neutrality as required by section 626 of 
Public Law 108–173; established that 
the OPPS relative payment weights 
would be the basis for payment and that 
we would update the system annually 
as part of the OPPS rulemaking cycle; 
and provided that the revised ASC 
payment rates would be phased in over 
four years. During the 4-year transition 
to full implementation of the revised 
ASC rates, payments for surgical 
procedures paid in ASCs in CY 2007 
will be made using a blend of the CY 
2007 ASC payment rate and the revised 
ASC payment rate for that calendar year. 
In CY 2009, we are proposing to pay 
ASCs using a 50/50 blend, in which 
payment would be calculated by adding 
50 percent of the CY 2007 ASC rate for 
a surgical procedure on the CY 2007 
ASC list of covered surgical procedures 
and 50 percent of the CY 2009 revised 
ASC rate for the same procedure. For CY 
2010, we would transition the blend to 
a 25/75 blend of the CY 2007 ASC rate 
and the revised ASC payment rate. 
Beginning in CY 2011, we would pay 
ASCs for all covered surgical 
procedures, including those on the CY 
2007 ASC list, at the full revised ASC 
payment rates. Payment for procedures 
that were not included on the ASC list 
of covered surgical procedures in CY 
2007 are not subject to the transitional 
payment methodology. 

ASC payment rates are calculated by 
multiplying the ASC conversion factor 
by the ASC relative payment weight. As 

discussed fully in section XV. of this 
proposed rule, we set the CY 2009 
proposed ASC relative payment weights 
by scaling unadjusted CY 2009 ASC 
relative payment weights by the ASC 
scaler of 0.9753. These weights take into 
consideration the 50/50 blend for the 
second year of transitional payment for 
certain services. If there were no 
transition, the scaler for CY 2009 fully 
implemented payment rates would be 
0.9412. The estimated effects on 
payment rates during this transitional 
period are varied and are reflected in 
the estimated payments displayed in 
Tables 47 and 48 below. 

The proposed CY 2009 ASC 
conversion factor was calculated by 
adjusting the CY 2008 ASC conversion 
factor to account for changes in the pre- 
floor and pre-reclassified hospital wage 
indices between CY 2008 and CY 2009. 
Under section 1833(i)(2)(C)(iv) of the 
Act, there is no inflation update to the 
ASC conversion factor for CY 2009. The 
proposed CY 2009 ASC conversion 
factor is $41.384. 

1. Alternatives Considered 

Alternatives to the changes we are 
making and the reasons that we have 
chosen the options are discussed 
throughout this proposed rule. 

a. Office-Based Procedures 

According to our final policy for the 
revised ASC payment system, we 
designate as office-based those 
procedures that are added to the ASC 
list of covered surgical procedures in CY 
2008 or later years and that we 
determine are usually performed in 
physicians’ offices based on 
consideration of the most recent 
available volume and utilization data for 
each individual procedure code and/or, 
if appropriate, the clinical 
characteristics, utilization, and volume 
of related codes. We establish payment 
for procedures designated as office- 

based at the lesser of the MPFS 
nonfacility PE RVU amount or the ASC 
rate developed according to the 
standard methodology of the revised 
ASC payment system. 

In developing this proposed rule, we 
reviewed the newly available CY 2007 
utilization data for all surgical 
procedures added to the ASC list of 
covered surgical procedures in CY 2008 
and for those procedures for which the 
office-based designation is temporary in 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66840 through 
66841). Based on that review, and as 
discussed in section XV.C.1.b. of this 
proposed rule, we are proposing to 
newly designate five surgical 
procedures as office-based, with four of 
those designations as permanent. We 
considered two alternatives in 
developing this policy. 

The first alternative we considered 
was to make no change to the procedure 
payment designations. This would mean 
that we would continue to pay for the 
five procedures we are proposing to 
designate as office-based at an ASC 
payment rate developed according to 
the standard methodology of the revised 
ASC payment system. We did not select 
this alternative because our analysis of 
data for these services and related 
procedures indicated that the five 
procedures we are proposing to 
designate as office-based could be 
considered to be usually performed in 
physicians’ offices. Consistent with our 
final policy adopted in the August 2, 
2007 revised ASC payment system final 
rule (72 FR 42509), we were concerned 
that if these services were not 
designated as office-based, their ASC 
payment could create financial 
incentives for the procedures to shift 
from physicians’ offices to ASCs for 
reasons unrelated to clinical decisions 
regarding the most appropriate setting 
for surgical care. 
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The second alternative we considered, 
and the alternative we selected, is to 
propose to designate five additional 
procedures added to the ASC list of 
covered surgical procedures in CY 2008 
as office-based for CY 2009. We selected 
this alternative because our claims data 
indicate that these procedures could be 
considered to be usually performed in 
physicians’ offices. We believe that 
designating these procedures as office- 
based, which results in the ASC 
payment rate for these procedures 
potentially being capped at the 
physician’s office rate (that is, the MPFS 
nonfacility PE RVU amount), if 
applicable, is an appropriate step to 
ensure that Medicare payment policy 
does not create financial incentives for 
such procedures to shift unnecessarily 
from physicians’ offices to ASCs, 
consistent with our final policy adopted 
in the August 2, 2007 revised ASC 
payment system final rule. 

b. Covered Surgical Procedures 
According to our final policy for the 

revised ASC payment system, we 
designate as covered surgical 
procedures all surgical procedures that 
we determine do not pose a significant 
risk to beneficiary safety or are not 
expected to require an overnight stay. 

In developing this proposed rule, we 
reviewed the clinical characteristics and 
newly available CY 2007 utilization 
data, if applicable, for all procedures 
reported by Category III CPT codes 
implemented July 1, 2008 and surgical 
procedures that were excluded from 
ASC payment for CY 2008. Based on 
that review, we identified nine surgical 
procedures that meet the criteria for 
inclusion on the ASC list of covered 
surgical procedures and we are 
proposing to add those procedures to 
the list for CY 2009 payment. We 
considered two alternatives in 
developing this policy. 

The first alternative we considered 
was to make no change to the ASC list 
of covered surgical procedures. We did 
not select this alternative because our 
analysis of data for these services and 
related procedures indicated that the 
nine procedures we are proposing to 
designate as covered surgical 
procedures for CY 2009 may be safely 
provided to beneficiaries in ASCs and 
are not expected to require an overnight 
stay. Consistent with our final policy, 
we were concerned that if these services 
were not designated as ASC covered 
surgical procedures, beneficiaries would 
lack access to these services in the most 
clinically appropriate setting. 

The second alternative we considered, 
and the alternative we selected, is to 
propose to designate nine additional 

procedures as ASC covered surgical 
procedures for CY 2009. We selected 
this alternative because our claims data 
indicate that these procedures do not 
pose a significant risk to beneficiary 
safety and are not expected to require an 
overnight stay, and thus they meet the 
criteria for inclusion on the list of ASC 
covered surgical procedures. We believe 
that adding these procedures to the list 
of covered surgical procedures is an 
appropriate step to ensure that 
beneficiary access to services is not 
limited unnecessarily. 

2. Limitations of Our Analysis 
Presented here are the estimated 

effects of the proposed changes for CY 
2009 on Medicare payment to ASCs. A 
key limitation of our analysis is our 
inability to predict changes in ASC 
service-mix between CY 2007 and CY 
2009 with precision. The aggregate 
impacts displayed in Tables 47 and 48 
below are based upon a methodology 
that assumes no changes in service-mix 
with respect to the CY 2007 ASC data 
used for this proposed rule. In addition, 
data on services that are newly payable 
under the revised ASC payment system 
are not yet reflected in the available 
claims data. We believe that the net 
effect on Medicare expenditures 
resulting from the CY 2009 changes will 
be negligible in the aggregate. However, 
such changes may have differential 
effects across surgical specialty groups 
as ASCs adjust to payment rates. We are 
unable to accurately project such 
changes at a disaggregated level. Clearly, 
individual ASCs will experience 
changes in payment that differ from the 
aggregated estimated impacts presented 
below. 

3. Estimated Effects of This Proposed 
Rule on Payments to ASCs 

Some ASCs are multispecialty 
facilities that perform the gamut of 
surgical procedures, from excision of 
lesions to hernia repair to cataract 
extraction; others focus on a single 
specialty and perform only a limited 
range of surgical procedures, such as 
eye, digestive system, or orthopedic 
procedures. The combined effect on an 
individual ASC of the update to the CY 
2009 payments will depend on a 
number of factors including, but not 
limited to, the mix of services the ASC 
provides, the volume of specific services 
provided by the ASC, the percentage of 
its patients who are Medicare 
beneficiaries, and the extent to which an 
ASC will choose to provide different 
services in the coming year. The 
following discussion presents tables that 
provide estimates of the impact of the 
proposed CY 2009 update to the revised 

ASC payment system on Medicare 
payments to ASCs, assuming the same 
mix of services as reflected in our CY 
2007 claims data. Table 47 depicts the 
estimated aggregate percent change in 
payment by surgical specialty group and 
Table 48 shows a comparison of 
payment for procedures that we 
estimate would receive the most 
Medicare payment in CY 2008. 

Table 47 shows the expected effects 
on aggregate Medicare payments under 
the revised ASC payment system by 
surgical specialty group. We have 
aggregated the surgical HCPCS codes by 
specialty group and estimated the effect 
on aggregated payment for surgical 
specialty groups, considering separately 
the CY 2009 transitional rates and the 
fully implemented revised ASC 
payment rates that would apply in CY 
2009 if there were no transition. The 
groups are sorted for display in 
descending order by estimated Medicare 
program payment to ASCs for CY 2008. 
The following is an explanation of the 
information presented in Table 47. 

• Column 1—Surgical Specialty 
Group indicates the surgical specialties 
into which ASC procedures are 
grouped. We used the CPT code range 
definitions and Level II HCPCS codes 
and Category III CPT codes, as 
appropriate, to account for all surgical 
procedures to which the Medicare 
program payments are attributed. 

• Column 2—Estimated CY 2008 ASC 
Payments were calculated using CY 
2007 ASC utilization (the most recent 
full year of ASC utilization) and CY 
2008 ASC payment rates. The surgical 
specialty groups are displayed in 
descending order based on estimated CY 
2008 ASC payments. 

• Column 3—Estimated CY 2009 
Percent Change with Transition (50/50 
Blend) is the aggregate percentage 
increase or decrease, compared to CY 
2008, in Medicare program payment to 
ASCs for each surgical specialty group 
that is attributable to proposed updates 
to the ASC payment rates for CY 2009 
under the scaled, 50/50 blend of the CY 
2007 ASC payment rate and the 
proposed CY 2009 revised ASC payment 
rate. 

• Column 4—Estimated CY 2009 
Percent Change without Transition 
(Fully Implemented) is the aggregate 
percentage increase or decrease in 
Medicare program payment to ASCs for 
each surgical specialty group that is 
attributable to proposed updates to ASC 
payment rates for CY 2009 compared to 
CY 2008 if there were no transition 
period to the revised payment rates. We 
used a different relative payment weight 
scaler to model the estimated CY 2009 
ASC payment effects as a result of ASC 
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rates without the transition than we did 
for the proposed CY 2009 ASC payment 
rates with the transition. The 
percentages appearing in Column 4 are 
presented only as comparisons to the 
percentage changes under the transition 
policy in column 3. We are not 
proposing to eliminate or modify the 
transition that was finalized in the 
August 2, 2007 revised ASC payment 
system final rule (72 FR 42519). 

As seen in Table 47, the proposed 
update to ASC rates for CY 2009 is 
expected to result in small aggregate 
decreases in payment amounts for eye 
and ocular adnexa and nervous system 
procedures and somewhat greater 
decreases for digestive system 
procedures. As shown in column 4 in 

the table, those payment decreases 
would be expected to be greater in CY 
2009 if there were no transitional 
payment for all three of those surgical 
specialty groups. 

Generally, for the surgical specialty 
groups that account for less ASC 
utilization and spending, the expected 
payment effects of the CY 2009 update 
are positive. ASC payments for 
procedures in those surgical specialties 
are expected to increase in CY 2009 
with the 50/50 transitional payment 
rates and, in the absence of the 
transition, would be expected to 
increase even more. For instance, in the 
aggregate, integumentary system 
procedures are expected to increase by 
7 percent under the proposed CY 2009 

rates and by 19 percent if there were no 
transition. Similar effects are observed 
for genitourinary, cardiovascular, 
musculoskeletal, respiratory, and 
auditory system procedures as well. An 
estimated increase in aggregate payment 
for the specialty group does not mean 
that all procedures in the group would 
experience increased payment rates. For 
example, the estimated increased 
payments at the surgical specialty group 
level may be due to decreased payments 
for some of the most frequently 
provided procedures in the group and 
the moderating effect of the sometimes 
substantial payment increases for the 
less frequently performed procedures 
within the surgical specialty group. 

TABLE 47.—ESTIMATED CY 2009 IMPACT OF THE REVISED ASC PAYMENT SYSTEM ON ESTIMATED AGGREGATE CY 2009 
MEDICARE PROGRAM PAYMENTS UNDER THE 50/50 TRANSITION BLEND AND WITHOUT A TRANSITION, BY SURGICAL 
SPECIALTY GROUP 

Surgical specialty group 

Estimated CY 
2008 ASC 
payments 

(in millions) 

Estimated CY 
2009 percent 
change with 

transition 
(50/50 blend) 

Estimated CY 
2009 percent 

change without 
transition 

(fully imple-
mented) 

(1) (2) (3) (4) 

Eye and ocular adnexa .......................................................................................................... $1,373 ¥1 ¥2 
Digestive system .................................................................................................................... 742 ¥6 ¥16 
Nervous system ..................................................................................................................... 321 ¥3 ¥8 
Musculoskeletal system ......................................................................................................... 217 19 54 
Integumentary system ........................................................................................................... 87 7 19 
Genitourinary system ............................................................................................................. 86 11 29 
Respiratory system ................................................................................................................ 22 13 38 
Cardiovascular system .......................................................................................................... 14 16 45 
Auditory system ..................................................................................................................... 5 18 46 

Table 48 below shows the estimated 
impact of the proposed updates to the 
revised ASC payment system on 
aggregate ASC payments for selected 
procedures during CY 2009 with and 
without the transitional blended rate. 
The table displays 30 of the procedures 
estimated to be responsible for the 
greatest estimated CY 2008 aggregate 
Medicare payments to ASCs. The 
HCPCS codes are sorted in descending 
order by estimated program payment. 

• Column 1—HCPCS code. 
• Column 2—Short Descriptor of the 

HCPCS code. 
• Column 3—Estimated CY 2008 ASC 

Payments were calculated using CY 
2007 ASC utilization (the most recent 
full year of ASC utilization) and the CY 
2008 ASC payment rates. The estimated 
CY 2008 payments are expressed in 
millions of dollars. 

• Column 4—CY 2009 Percent 
Change with Transition (50/50 Blend) 
reflects the percent differences between 
the estimated ASC payment for CY 2008 
and the estimated payment for CY 2009 

based on the proposed update, 
incorporating a 50/50 blend of the CY 
2007 ASC payment rate and the 
proposed CY 2009 revised ASC payment 
rate. 

• Column 5—CY 2009 Percent 
Change without Transition (Fully 
Implemented) reflects the percent 
differences between the estimated ASC 
payment for CY 2008 and the estimated 
payment for CY 2009 based on the 
proposed update if there were no 
transition period to the fully 
implemented revised payment rates. We 
used a different relative payment weight 
scaler to model the estimated CY 2009 
ASC payment effects as a result of ASC 
rates without the transition than we did 
for the proposed CY 2009 ASC payment 
rates with the transition. The 
percentages appearing in Column 5 are 
presented as a comparison to the 
percentage changes under the transition 
policy in Column 4. We are not 
proposing to eliminate or modify the 
transition that was finalized in the 

August 2, 2007 revised ASC payment 
system final rule (72 FR 42519). 

As displayed in Table 48, 23 of the 30 
procedures with the greatest estimated 
aggregate CY 2008 Medicare payment 
are included in the three surgical 
specialty groups that are estimated to 
account for the most Medicare payment 
in CY 2008, specifically eye and ocular 
adnexa, digestive system, and nervous 
system groups. Consistent with the 
estimated payment effects on the 
surgical specialty groups displayed in 
Table 47, the estimated effects of the 
proposed CY 2009 update on ASC 
payment for individual procedures in 
year 2 of the transition are varied. 
Aggregate ASC payments for many of 
the most frequently furnished ASC 
procedures are expected to decrease as 
the transition causes individual 
procedure payments to reflect relative 
ASC payment weights that are more 
closely aligned with the relativity of 
payments under the OPPS. 

The procedure for which the most 
Medicare ASC payment is estimated to 
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be made in CY 2008 is the cataract 
removal procedure reported with CPT 
code 66984 (Extracapsular cataract 
removal with insertion of intraocular 
lens prosthesis (one stage procedure), 
manual or mechanical technique (e.g., 
irrigation and aspiration or 
phacoemulsification)). The proposed 
update to the ASC rates is expected to 
result in a 1 percent payment decrease 
for that procedure in CY 2009. The 
estimated payment effects on the four 
other high volume eye and ocular 
adnexa procedures included in that 
table are slightly positive and negative, 
but for CPT code 66821 (Discission of 
secondary membranous cataract 
(opacified posterior lens capsule and/or 
anterior hyaloid); laser surgery (e.g., 
YAG laser) (one or more stages)), the 
expected CY 2009 payment decrease is 
10 percent, significantly greater than the 
decreases expected for any of the other 

eye and ocular adnexa procedures 
shown. 

The proposed transitional payment 
rates for 8 of the 9 digestive system 
procedures included in Table 48 are 
expected to decrease by 6 to 9 percent 
in CY 2009. Those estimated decreases 
are consistent with the estimated 6 
percent reduction shown in Table 47 for 
the digestive system surgical specialty 
group. 

The 10 nervous system procedures for 
which the most Medicare payment is 
estimated to be made to ASCs in CY 
2008 are included in Table 48. The 
proposed CY 2009 update is expected to 
result in 4 percent payment decreases 
for 5 of those procedures and result in 
even more substantial decreases, 19 
percent and 22 percent respectively, for 
CPT code 64484 (Injection, anesthetic 
agent and /or steroid, transforaminal 
epidural; lumbar or sacral, each 
additional level) and CPT code 64476 
(Injection, anesthetic agent and/or 

steroid, paravertebral facet joint or facet 
joint nerve; lumbar or sacral, each 
additional level). The other three 
nervous system procedures included in 
the table are expected to realize 
payment increases, especially CPT code 
64721 (Neuroplasty and/or 
transposition; medial nerve at carpal 
tunnel) for which payment is estimated 
to increase by 13 percent in CY 2009. 

The estimated payment effects for 
most of the remaining procedures listed 
in Table 48 are positive. For example, 
the CY 2009 proposed transitional 
payment rate for CPT code 29826 
(Arthroscopy, shoulder, distal 
claviculectomy (Mumford Procedure); 
decompression of subacromial space 
with partial acromioplasty, with or 
without coracoacromial release) is 
estimated to increase 45 percent over 
the CY 2008 transitional payment 
amount. 
BILLING CODE 4120–01–P 

VerDate Aug<31>2005 13:55 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00151 Fmt 4701 Sfmt 4702 C:\18JYP2.SGM 18JYP2m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 P
R

O
P

O
S

A
LS

2



41566 Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Proposed Rules 

BILLING CODE 4120–01–C 

Over time, we believe that the ASC 
payment system has served as an 
incentive to ASCs to focus on providing 
procedures for which they determine 
Medicare payments will support ASCs’ 
continued operation. We note that 
historically, the ASC payment rates for 
many of the most frequently performed 
procedures in ASCs were similar to the 
OPPS payment rates for the same 
procedures. Conversely, procedures 
with ASC payment rates that were 
substantially lower than the OPPS rates 
have been performed least often in 
ASCs. We believe the revised ASC 
payment system represents a major 
stride towards encouraging greater 
efficiency in ASCs and promoting a 
significant increase in the breadth of 
surgical procedures performed in ASCs 

because it distributes payments across 
the entire spectrum of covered surgical 
procedures based on a coherent system 
of relative payment weights that are 
related to the clinical and facility 
resource characteristics of those 
procedures. 

4. Estimated Effects of This Proposed 
Rule on Beneficiaries 

We estimate that the proposed 
changes to the revised ASC payment 
system would be generally positive for 
beneficiaries with respect to the 
procedures newly proposed for addition 
to the ASC list of covered surgical 
procedures and for those proposed as 
office-based for CY 2009. First, except 
for screening colonoscopy and flexible 
sigmoidoscopy procedures, the ASC 
coinsurance rate for all procedures is 20 

percent. This contrasts with procedures 
performed in HOPDs, where the 
beneficiary is responsible for 
copayments that range from 20 percent 
to 40 percent of the procedure payment. 
Second, ASC payment rates under the 
revised payment system are lower than 
payment rates for the same procedures 
under the OPPS, so the beneficiary 
coinsurance amount under the ASC 
payment system almost always would 
be less than the OPPS copayment 
amount for the same services. (The only 
exceptions would be when the ASC 
coinsurance amount exceeds the 
inpatient deducible. The statute requires 
that copayment amounts under the 
OPPS not exceed the inpatient 
deductible.) For those procedures newly 
proposed for addition to the ASC list of 
covered surgical procedures in CY 2009 
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that would migrate from the HOPD to 
the ASC, the beneficiary coinsurance 
amount would be less than the OPPS 
copayment amount. Furthermore, these 
proposed additions to the list would 
provide beneficiaries access to more 
surgical procedures in ASCs. 
Beneficiary coinsurance for services 
migrating from physicians’ offices to 
ASCs may decrease or increase under 
the revised ASC payment system, 
depending on the particular service and 
the relative payment amounts for that 
service in the physician’s office 
compared to the ASC. However, for 
those procedures newly proposed for 
designation as office-based in CY 2009, 
the beneficiary coinsurance amount 
would be no greater than the beneficiary 
coinsurance in the physician’s office. 

In addition, as finalized in the August 
2, 2007, revised ASC payment system 
final rule (72 FR 42520), in CY 2009, the 
second year of the 4 year transition to 
the ASC payment rates calculated 
according to the standard methodology 
of the revised ASC payment system, 
ASC payment rates for a number of 
commonly furnished ASC procedures 
would continue to be reduced, resulting 

in lower beneficiary coinsurance 
amounts for these ASC services in CY 
2009. Continued migration of 
procedures currently on the list of ASC 
covered surgical procedures from the 
HOPD to the ASC would also reduce 
beneficiary liability for these services, 
for the two reasons described above 
with respect to the proposed new ASC 
covered services. 

5. Conclusion 
The updates to the ASC payment 

system for CY 2009 will affect each of 
the approximately 5,300 ASCs currently 
approved for participation in the 
Medicare program. The effect on an 
individual ASC will depend on its mix 
of patients, the proportion of the ASC’s 
patients that are Medicare beneficiaries, 
the degree to which the payments for 
the procedures offered by the ASC are 
changed under the revised payment 
system, and the degree to which the 
ASC chooses to provide a different set 
of procedures. 

Like the OPPS, the revised ASC 
payment system is designed to result in 
the same aggregate amount of Medicare 
expenditures in CY 2009 as was 

estimated to be made in CY 2008. We 
estimate that the update to the revised 
ASC payment system, including the 
addition of surgical procedures to the 
list of covered surgical procedures, that 
we are proposing for CY 2009 will have 
no net effect on Medicare expenditures 
compared to the estimated level of 
Medicare expenditures in CY 2008. 

6. Accounting Statement 

As required by OMB Circular A–4 
(available at http:// 
www.whitehouse.gov/omb/circulars/ 
a004/a-4.pdf), in Table 49 below, we 
have prepared an accounting statement 
showing the classification of the 
expenditures associated with the update 
to the CY 2009 revised ASC payment 
system, based on the provisions of this 
proposed rule. We estimate that 
Medicare payments to ASCs for CY 2009 
will be about $3.884 billion. This table 
provides our best estimate of Medicare 
payments to providers and suppliers as 
a result of the proposed update to the 
CY 2009 revised ASC payment system, 
as presented in this proposed rule. All 
expenditures are classified as transfers. 

TABLE 49.—ACCOUNTING STATEMENT: CLASSIFICATION OF ESTIMATED EXPENDITURES FROM CY 2008 TO CY 2009 AS A 
RESULT OF THE CY 2009 UPDATE TO THE REVISED ASC PAYMENT SYSTEM 

Category Transfers 

Annualized Monetized Transfers .............................................................. $0 Million. 
From Whom to Whom .............................................................................. Federal Government to Medicare Providers and Suppliers. 
Annualized Monetized Transfer ................................................................ $0 Million. 
From Whom to Whom .............................................................................. Premium Payments from Beneficiaries to Federal Government. 

Total ................................................................................................... $0 Million 

D. Effects of Proposed Requirements for 
Hospital Reporting of Quality Data for 
Annual Hospital Payment Update 

In section XVII. of the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66871), we finalized our measures 
and requirements for reporting of 
quality data to CMS for services 
furnished in hospital outpatient settings 
under the CY 2009 HOP QDRP. The 
initial data submission for April to June 
2008 services is due to the OPPS 
Clinical Warehouse by November 1, 
2008 (72 FR 66871). CMS and its 
contractors will provide assistance to all 
affected hospitals that wish to submit 
data. In section XVI. of this proposed 
rule, we discuss our measures and 
requirements for reporting of quality 
data to CMS for services furnished in 
hospital outpatient settings under the 
CY 2010 HOP QDRP. 

We have no previous history under 
the HOP QDRP to indicate the 
percentage of hospitals that will submit 

quality data. However, for the initial 
data submission, in CY 2008, 98 percent 
of affected hospitals have pledged to 
participate. In addition, results from the 
RHQDAPU program indicate that over 
98 percent of IPPS hospitals submitted 
quality data in the initial year of the 
program. We expect that affected 
hospitals will participate at 
approximately the same rate under the 
HOP QDRP. We have continued our 
efforts to ensure that our CMS 
contractors provide assistance to all 
affected hospitals that wish to submit 
data. Therefore, for purposes of this CY 
2009 impact analysis, we have assumed 
that the 98 percent of affected hospitals 
that have pledged to participate will 
qualify for the full payment update 
factor for CY 2009. 

E. Executive Order 12866 

In accordance with the provisions of 
Executive Order 12866, this proposed 
rule was reviewed by the OMB. 

List of Subjects 

42 CFR Part 410 
Health facilities, Health professions, 

Laboratories, Medicare, Rural areas, X- 
rays. 

42 CFR Part 419 
Hospitals, Medicare, Reporting and 

recordkeeping requirements. 
For reasons stated in the preamble of 

this proposed rule, the Centers for 
Medicare & Medicaid Services is 
proposing to amend 42 CFR Chapter IV 
as set forth below: 

PART 410—SUPPLEMENTARY 
MEDICAL INSURANCE (SMI) 
BENEFITS 

1. The authority citation for part 410 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

2. Section 410.43 is amended by— 
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a. Removing the word ‘‘and’’ at the 
end of paragraph (a)(2). 

b. Redesignating paragraph (a)(3) as 
paragraph (a)(4). 

c. Adding a new paragraph (a)(3). 
c. Adding a new paragraph (c). 
The additions read as follows: 

§ 410.43 Partial hospitalization services: 
Conditions and exclusions. 

(a) * * * 
(3) Are furnished in accordance with 

a physician certification and plan of 
care as specified under § 424.24(e) of 
this chapter; and 
* * * * * 

(c) Partial hospitalization programs 
are intended for patients who— 

(1) Require 20 hours per week of 
therapeutic services; 

(2) Are likely to benefit from a 
coordinated program of services and 
require more than isolated sessions of 
outpatient treatment. 

(3) Do not require 24-hour care; 
(4) Have an adequate support system 

while not actively engaged in the 
program; 

(5) Have a mental health diagnosis; 
(6) Are not judged to be dangerous to 

self or others; and 
(7) Have the cognitive and emotional 

ability to participate in the active 
treatment process and can tolerate the 
intensity of the partial hospitalization 
program. 

PART 419—PROSPECTIVE PAYMENT 
SYSTEM FOR HOSPITAL OUTPATIENT 
DEPARTMENT SERVICES 

3. The authority citation for part 419 
continues to read as follows: 

Authority: Secs. 1102, 1833(t), and 1871 of 
the Social Security Act (42 U.S.C. 1302, 
1395l(t), and 1395hh). 

4. Section 419.41 is amended by 
revising paragraph (c)(4)(iv) to read as 
follows: 

§ 419.41 Calculation of national 
beneficiary copayment amounts and 
national Medicare program payment 
amounts. 

* * * * * 
(c) * * * 
(4) * * * 
(iv) The copayment amount is 

computed as if the adjustment under 
§§ 419.43(d) and (e) (and any 
adjustments made under § 419.43(f) in 
relation to these adjustments) and 
§ 419.43(h) had not been paid. 
* * * * * 

5. Section 419.42 is amended by 
revising paragraph (e) to read as follows: 

§ 419.42 Hospital election to reduce 
insurance. 

* * * * * 
(e) In electing reduced coinsurance, a 

hospital may elect a copayment amount 
that is less than that year’s wage- 
adjusted copayment amount for the 
group but not less than 20 percent of the 
APC payment rate as determined under 
§ 419.32 or, in the case of payments 
calculated under § 419.43(h), not less 
than 20 percent of the APC payment rate 
as determined under § 419.43(h). 
* * * * * 

6. Section 419.43 is amended by— 
a. Adding new paragraphs (d)(5) and 

(d)(6). 
b. Adding a new paragraph (h)(4). 
The additions read as follows: 

§ 419.43 Adjustments to national program 
payment and beneficiary copayment 
amounts. 

* * * * * 
(d) * * * 
(5) Reconciliation. For hospital 

outpatient services (or groups of 
services) as defined in paragraph (d)(1) 
of this section performed on or after 
January 1, 2009— 

(i) CMS may specify an alternative to 
the overall ancillary cost-to-charge ratio 
otherwise applicable under paragraph 
(d)(5)(ii) of this section. A hospital may 
also request that its Medicare contractor 
use a different (higher or lower) cost-to- 
charge ratio based on substantial 
evidence presented by the hospital. 
Such a request must be approved by the 
CMS. 

(ii) The overall ancillary cost-to- 
charge ratio applied at the time a claim 
is processed is based on either the most 
recent settled cost report or the most 
recent tentative settled cost report, 
whichever is from the latest cost 
reporting period. 

(iii) The Medicare contractor may use 
a statewide average cost-to-charge ratio 
if it is unable to determine an accurate 
overall ancillary cost-to-charge ratio for 
a hospital in one of the following 
circumstances: 

(A) A new hospital that has not yet 
submitted its first Medicare cost report. 
(For purposes of this paragraph, a new 
hospital is defined as an entity that has 
not accepted assignment of an existing 
hospital’s provider agreement in 
accordance with § 489.18 of this 
chapter.) 

(B) A hospital whose overall ancillary 
cost-to-charge ratio is in excess of 3 
standard deviations above the 
corresponding national geometric mean. 
This mean is recalculated annually by 
CMS and published in the annual notice 
of prospective payment rates issued in 
accordance with § 419.50(a). 

(C) Any other hospital for whom 
accurate data to calculate an overall 
ancillary cost-to-charge ratio are not 
available to the Medicare contractor. 

(iv) Any reconciliation of outlier 
payments will be based on an overall 
ancillary cost-to-charge ratio calculated 
based on a ratio of costs to charges 
computed from the relevant cost report 
and charge data determined at the time 
the cost report coinciding with the 
service is settled. 

(6) Time value of money. Effective for 
services performed on or after January 1, 
2009, at the time of any reconciliation 
under paragraph (d)(5)(iv) of this 
section, outlier payments may be 
adjusted to account for the time value of 
any underpayments or overpayments. 
Any adjustment will be based on a 
widely available index to be established 
in advance by CMS, and will be applied 
from the midpoint of the cost reporting 
period to the date of reconciliation. 
* * * * * 

(h) * * * 
(4) Beneficiary copayment. The 

beneficiary copayment for services to 
which the adjustment to the conversion 
factor specified under paragraph (h)(1) 
of this section applies is the product of 
the national beneficiary copayment 
amount calculated under § 419.41 and 
the ratio of the adjusted conversion 
factor calculated under paragraph (h)(1) 
of this section divided by the 
conversion factor specified under 
§ 419.32(b)(1). 
(Catalog of Federal Domestic Assistance 
Program No. 93.773, Medicare—Hospital 
Insurance; and Program No. 93.774, 
Medicare—Supplementary Medical 
Insurance Program) 
(Catalog of Federal Domestic Assistance 
Program No. 93.778, Medical Assistance 
Program) 

Dated: June 26, 2008. 
Kerry Weems, 
Acting Administrator, Centers for Medicare 
& Medicaid Services. 

Dated: July 2, 2008. 
Michael O. Leavitt, 
Secretary. 
BILLING CODE 4120–01–P 
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Bureau of Reclamation 
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Use of Bureau of Reclamation Land, 
Facilities, and Waterbodies; Proposed Rule 
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DEPARTMENT OF THE INTERIOR 

Bureau of Reclamation 

43 CFR Part 429 

RIN 1006–AA51 

Use of Bureau of Reclamation Land, 
Facilities, and Waterbodies 

AGENCY: Bureau of Reclamation, 
Interior. 
ACTION: Notice of proposed rulemaking. 

SUMMARY: The Bureau of Reclamation 
(Reclamation) proposes a rule on the use 
of Reclamation land, facilities, and 
waterbodies. The proposed rule 
addresses among other topics the cost 
recovery of fees for authorized uses 
involving the possession or occupancy 
of any portion of, and the extraction or 
disturbance of any natural resource from 
Reclamation land, facilities, and 
waterbodies; how to apply for a use 
authorization including what 
application forms to use; and what uses 
are prohibited and associated 
consequences. When finalized, the 
proposed rule will supersede the 
current rule which was originally 
published in 1983 and partially revised 
in April 2006. 
DATES: Submit comments by September 
16, 2008. 

The dates of the informational 
meetings to be held regarding this 
proposed rule are listed in the 
SUPPLEMENTARY INFORMATION section of 
this proposed rule. 
ADDRESSES: You may submit comments, 
identified by the number 1006–AA51, 
by one of the following methods: 
—Use the Federal rulemaking Web site: 

http://www.regulations.gov and 
follow the instructions for submitting 
comments. Please use the docket 
identification number BOR–2008– 
0004 which has been assigned to this 
rule when submitting your comments 
to the rulemaking Web site. 

—By mail to: Bureau of Reclamation, 
Denver Federal Center, P.O. Box 
25007, Denver, CO 80225–0007, 
Attention: Richard Rizzi, Mail Code: 
84–53000. 
The locations of the informational 

meetings to be held regarding this 
proposed rule are listed in the 
SUPPLEMENTARY INFORMATION section of 
this proposed rule. 
FOR FURTHER INFORMATION CONTACT: 
Richard Rizzi, Mail Code: 84–53000; 
Bureau of Reclamation; P.O. Box 25007; 
Denver, CO 80225. Telephone: (303) 
445–2900. 
SUPPLEMENTARY INFORMATION: 

I. Background 

The current rule, 43 CFR part 429, 
titled Procedure to Process and Recover 
the Value of Rights-of-Use and 
Administrative Costs Incurred In 
Permitting Such Use (current rule), 
established the procedures to recover 
administrative costs associated with 
processing ‘‘right-of-use’’ applications 
and the value of rights-of-use granted by 
Reclamation to applicants for the use of 
Reclamation land. Sections of the 
current rule were modified, in part, in 
2006 to correlate with 43 CFR part 423, 
titled Public Conduct on Bureau of 
Reclamation Facilities, Lands, and 
Waterbodies. 

This proposed rule addresses 
activities involving the possession or 
occupancy of any portion of, and the 
extraction or disturbance of any natural 
resources from, Reclamation land, 
facilities, and waterbodies. Regulations 
addressing public access to Reclamation 
property and occasional public 
activities such as hiking, camping, 
boating, and hunting, and closures are 
contained in 43 CFR part 423. 

The demand for use of Reclamation 
land, facilities, and waterbodies for 
many different kinds of activities has 
increased dramatically since 
Reclamation began building Federal 
water supply, flood control, and 
hydropower projects over 100 years ago. 
With increased and varied uses has 
come confusion among the potential 
users of Reclamation land, facilities, and 
waterbodies about the process of 
applying for the various types of uses, 
the charges and fees associated with 
such uses, and other concerns. The 
current rule does not adequately address 
this confusion nor does it address 
prohibited and unauthorized uses of 
Reclamation’s land, facilities, and 
waterbodies and associated penalties. 

The Independent Offices 
Appropriation Act (IOAA) (31 U.S.C. 
9701), September 13, 1982, as amended, 
sets forth Congress’ intent that any use, 
permit, or similar thing of value 
provided by an agency is to be self- 
sustaining and that the IOAA authorizes 
agencies to prescribe rules establishing 
charges for such uses. The 1993 revision 
of the Office of Management and Budget 
(OMB) Circular A–25 established 
Federal policy directing that 
administrative costs be recovered for 
Government services and fees for the 
use or sale of Government goods or 
resources also be charged. OMB Circular 
A–25 provides information on the scope 
and types of activities subject to use fees 
and the basis on which these fees are 
established. It also provides guidance 
for agencies in implementing such fees 

and charges. The use of Reclamation 
land, facilities, or waterbodies is a use 
of Government resources, and as such, 
the IOAA and OMB Circular A–25 
direct Reclamation to recover the costs 
and fees associated with the use of these 
resources. 

Section 10 (43 U.S.C. 373) of the 
Reclamation Act of June 17, 1902, 
provides the Secretary of the Interior 
(Secretary) with the authority to issue 
rules as necessary for the purposes of 
carrying out the provisions of the Act. 
Section 10 (43 U.S.C. 387) of the 
Reclamation Project Act of 1939 
provides the Secretary the authority, in 
his discretion, to grant leases, licenses, 
easements, and rights-of-way. These two 
Acts provide Reclamation with the 
general statutory authority to issue rules 
on authorizing or prohibiting uses of 
Reclamation land, facilities, and 
waterbodies. 

This proposed rule addresses: 
(a) The possession or occupancy of 

any portion of, or the extraction or 
disturbance of any natural resource 
from, Reclamation land, facilities, and 
waterbodies; 

(b) The procedures to follow when the 
proposed use involves a Reclamation 
easement; 

(c) The procedures to apply for use of 
Reclamation land, facilities, and 
waterbodies that involves the 
possession or occupancy of any portion 
of, or the extraction or disturbance of 
any natural resource from, Reclamation 
land, facilities, or waterbodies; 

(d) The criteria Reclamation will use 
to evaluate applications; 

(e) Our statutory authority and the 
basis for charging application fees, 
recovering administrative costs, and 
collecting use fees associated with 
authorized uses; 

(f) Conditions under which 
application fees, administrative costs, or 
use fees may be waived or reduced if 
determined appropriate by Reclamation 
or as currently listed in OMB Circular 
A–25; 

(g) The required terms and conditions 
associated with use authorizations; 

(h) Prohibited uses of Reclamation 
land, facilities, and waterbodies and 
how Reclamation will resolve 
unauthorized uses; 

(i) The criteria Reclamation will use 
to evaluate existing authorizations for 
otherwise prohibited uses of 
Reclamation land, facilities, and 
waterbodies; and 

(j) The decisions and appeals process 
applicable to actions taken under this 
part. 
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II. Revision of Existing Rules 
On December 20, 1983, Reclamation 

published 43 CFR part 429 titled 
Procedure to Process and Recover the 
Value of Rights-of-Use and 
Administrative Costs Incurred in 
Permitting Such Use in the Federal 
Register at 48 FR 56223. Sections of this 
rule were revised on April 17, 2006, in 
the Federal Register at 71 FR 19802 to 
better correlate with 43 CFR part 423. 
The sections that were revised or added 
were § 429.1 Purpose, § 429.2 
Definitions, § 429.3 Establishment of the 
value of rights-of-use, § 429.6 
Applications for rights-of-use, § 429.12 
Applicability, and § 429.13 General 
Restrictions. 

On July 18, 2007, we published a 
notice in the Federal Register at 72 FR 
39530 announcing the availability of the 
proposed rule for a 90-day public 
comment period ending on October 16, 
2007. We requested that comments be 
submitted by the public using one of the 
following methods: posting on the 
Federal rulemaking web site, through 
emailing, or mailing to the listed 
address. As a result of comments 
received, the proposed rule has been 
revised and is being provided to the 
public for further comment through this 
publication in the Federal Register. 

When the public comment period 
closes on this proposed rule, we will 
consider comments and incorporate 
them, where appropriate. The final rule 
will then be published in the Federal 
Register. That final rule, titled Use of 
Bureau of Reclamation Land, Facilities, 
and Waterbodies, will supersede the 
1983 version and its 2006 modifications 
in their entirety. 

III. Informational Meetings 
Informational meetings regarding the 

proposed rule will be held in each of 
our five regions in the 17 western states. 
These meetings will be informational in 
nature only. Public comments offered at 
the meetings will not be recorded or 
accepted into the official record. You 
must submit your comments as 
instructed in the ADDRESSES section of 
this proposed rule. The dates, times, 
and locations of these meetings listed by 
Reclamation region follow: 

Pacific Northwest Region 
Moses Lake, Washington— 

Wednesday, July 30, 2008, 4 p.m., Big 
Bend Community College, 7662 Chanute 
Street NE. 

Boise, Idaho—Wednesday, August 20, 
2008, 4 p.m., Boise Public Library, 715 
South Capitol Boulevard. 

For further information regarding the 
meetings, please contact Diana Cross at 
telephone number 208–378–5020. 

Mid-Pacific Region 

Sacramento, California—Monday, 
August 18, 2008, 6 p.m., Federal Office 
Building, 2800 Cottage Way. 

For further information regarding the 
meeting, please contact Peter Lucero at 
telephone number (916) 978–5101. 

Lower Colorado Region 

Boulder City, Nevada—Tuesday, 
August 5, 2008, 2 p.m., Lower Colorado 
Regional Office, Mead Building. 

Phoenix, Arizona—Wednesday, 
August 6, 2008, 2 p.m., Phoenix Area 
Office, 6150 West Thunderbird Road. 

Yuma, Arizona—Thursday, August 7, 
2008, 9 a.m., Quartermaster State 
Historic Park, 201 N. 4th Avenue. 

For further information regarding the 
meetings, please contact Robert Walsh 
at telephone number (702) 293–8421. 

Upper Colorado Region 

Grand Junction, Colorado— 
Wednesday, July 30, 1 p.m., Western 
Colorado Area Office, 2764 Compass 
Drive. 

Albuquerque, New Mexico—Tuesday, 
August 12, 2008, 1 p.m., Albuquerque 
Area Office, 555 Broadway NE. 

Salt Lake City, Utah—Monday, 
August 14, 2008, 1 p.m., Upper 
Colorado Regional Office, Bennett 
Federal Building, 125 South State 
Street. 

For further information regarding the 
meetings, please contact Barry Wirth at 
telephone number (801) 524–3774. 

Great Plains Region 

Malta, Montana—Wednesday, August 
20, 2008, 7 p.m., Marian Hills Golf 
Course. 

Helena, Montana—Thursday, August 
21, 2008, 7 p.m., Helena Regional 
Airport. 

For further information regarding the 
meetings, please contact Mark Andersen 
at telephone number (406) 247–7609. 

IV. Summary of Changes, Comments, 
and Responses 

This section of the preamble describes 
changes from the proposed rule 
published on July 18, 2007, and 
provides responses to the comments 
received on that proposed rule by 
section. Nearly 1,300 comments were 
submitted by the public during the 90- 
day comment period. Of those 
comments, approximately 95 percent 
related directly to § 429.32, which 
discusses how we will address existing 
uses that are otherwise prohibited. 

Comments received that are similar in 
nature have been categorized by subject. 
Comments and our responses on general 
issues not related to a specific section of 
the preamble or text of the proposed 

rule are arranged first. This section is 
followed by comments regarding the 
preamble of the previously proposed 
rule and our responses; and lastly, the 
changes we have made, comments 
received, and our responses related to 
specific sections of the text of the 
previously proposed rule. 

General Comments and Responses 

Comment: Support was expressed for 
the proposed changes to the current rule 
and would like to see more private 
exclusive use areas converted to public 
use areas. 

Response: Due to the overwhelming 
reaction received during the comment 
period, we have reconsidered this issue. 

Comment: Appreciation was 
expressed for the high quality recreation 
related services provided to the public 
by our non-Federal managing partners. 

Response: We will continue to work 
with our existing managing partners and 
seek out additional managing partners, 
when appropriate, to provide high 
quality recreation opportunities. 

Comment: It appears that the intent of 
the proposed rule is to phase out all 
private access to Reclamation 
waterbodies. This would have an 
adverse effect on recreational boating 
and fishing as a whole as well as on the 
economies of neighboring communities. 
Amend the rule to strongly favor 
recreational uses. 

Response: We do not intend to phase 
out the public’s use of our waterbodies. 
Recreational use of these waterbodies 
will continue under this proposed rule. 

Comment: The current rule is 
adequate and there is no need for 
revision. 

Response: Although some 
adjustments were made in the revision 
that was published in 2006, additional 
revisions are needed to incorporate 
current Federal regulations and policies 
concerning the use of Federal land and 
cost recovery for those uses. 

Comment: Clarification is needed to 
describe which bodies of water or 
facilities will be subject to 
authorizations and fees. 

Response: All waterbodies and 
facilities that are directly managed by 
Reclamation are subject to the 
authorization requirements and fees 
specified in the current rule and will 
continue to be so under the provisions 
of the proposed rule. 

Comment: A number of commenters, 
including managing partners, expressed 
concern that they did not receive 
adequate notice regarding the proposed 
rule making. 

Response: We are providing a 60-day 
public comment period in conjunction 
with the publishing of this proposed 
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rule and sending a copy of this 
proposed rule to each commenter who 
previously provided an address in a 
timely manner. Additionally, 
informational meetings as listed in the 
SUPPLEMENTARY INFORMATION section of 
this proposed rule are being conducted 
during the 60-day comment period. 

Comment: All water user 
organizations operating Reclamation 
projects under project operation and 
maintenance contracts should be 
specifically exempted from this 
proposed rule. 

Response: Under § 429.4(b)(5) of this 
proposed rule, operation and 
maintenance activities on Reclamation 
land, facilities, and waterbodies 
authorized by contracts with water user 
organizations or Reclamation 
contractors do not require a use 
authorization. 

Comment: Reclamation should be 
maximizing its return for the use of 
Reclamation lands, facilities, and 
waterbodies by charging fees 
appropriately. 

Response: The proposed rule will 
comply with OMB Circular A–25 which 
directs the recovery of administrative 
costs and use fees. 

Comment: Reclamation wants to 
eliminate all recreational and residential 
uses and replace them with grazing or 
agricultural permits at Nelson Reservoir 
in Montana. 

Response: Nelson Reservoir is known 
to provide valuable public recreational 
opportunities. We have no plans to 
eliminate all recreational and residential 
uses at Nelson Reservoir and replace 
them with grazing or agricultural 
permits. 

Comment: Specific requirements 
addressing riparian zone protection 
should be included in all grazing 
permits. 

Response: Terms required in all use 
authorizations issued by Reclamation 
are listed under § 429.28 of the 
proposed rule. Additional terms and 
conditions or requirements are 
determined on a case-by-case basis to 
meet local, environmental compliance, 
and other legal requirements as stated 
under § 429.29 of the proposed rule. 

Comment: It is unclear as to how this 
rule will affect non-Federal managing 
partners and their ability to continue to 
administer the Reclamation land and 
facilities that have been transferred to 
them at reservoirs for recreation and 
related purposes. 

Response: Paragraph 429.4(b) 
specifically excludes sites managed by 
non-Federal managing partners from the 
requirements associated with issuing 
recreational use authorizations that do 
not violate Subpart H of these 

regulations (e.g., allow for new private 
exclusive recreational or residential 
uses). Depending on the agreement 
between Reclamation and the non- 
Federal entity, the entity may also be 
authorized to issue use authorizations 
under Paragraph 429.5. 

Comment: The mandated placement 
of fencing between private property and 
the lakeshore at Lake Cascade, Idaho, 
will have a negative affect on adjacent 
homeowners and many people who 
recreate in the area. 

Response: Any operational or 
management plans for fencing at Lake 
Cascade, Idaho, are not mandated by or 
directly related to this proposed rule. 

Preamble Comments and Responses 

Only those sections of the preamble to 
the proposed rule that received 
comments are discussed in this section. 

IV. Procedural Requirements 

Comment: This section should 
include a meaningful analysis of 
Reclamation’s intent for proposing 
Subpart H of the proposed rule. 

Response: The reason we are 
including Subpart H is because it is our 
responsibility to notify the public of 
uses that are prohibited on Reclamation 
land, facilities, and waterbodies; thus 
the primary purpose of Subpart H. 
Based on the comments received in 
2007, we have revised our approach 
with regard to existing private exclusive 
recreational and residential use, while 
maintaining the prohibition on any new 
such uses. 

1. Regulatory Planning and Review 
(Executive Order (E.O.) 12866) 

Comment: Under paragraph (a) this is 
a significant rule which under E.O. 
12866 will have an effect of $100 
million or more on the economy due to 
additional financial burdens being 
placed on the public. 

Response: The proposed rule actually 
lessens some of the impacts placed on 
the economy. As an example, the 
application fee is reduced from $200 to 
$100 in the proposed rule. The total 
amount of fees and charges we annually 
collect for uses of Reclamation land, 
facilities, and waterbodies is well under 
$100 million. 

Comment: Paragraph (b) states that 
this rule would not create a serious 
inconsistency or otherwise interfere 
with actions of another Federal agency. 
Other Federal agencies, however, 
seemingly continue to allow for private 
exclusive recreational or residential 
uses. 

Response: Each Federal agency has 
authorities, regulations, and policies 
that are unique to their mission and 

responsibilities and will necessarily 
result in differing practices for the 
management of lands and resources. 
How we address private exclusive 
recreational and residential uses has no 
impact on how other Federal agencies 
address that issue. 

2. Regulatory Flexibility Act 

Comment: Because this rule expands 
use fees and authorizations to include 
navigable waterbodies and facilities, 
many associated small businesses will 
be required to submit reports to the 
agency to comply with the fee 
determining process. 

Response: The current rule requires 
that applicable use fees be paid for 
authorized uses of Reclamation 
waterbodies and facilities pursuant to 
OMB Circular A–25; the proposed rule 
does not expand on that requirement. 
Additionally, the proposed rule does 
not impose a reporting or recordkeeping 
requirement on small businesses. 

3. Small Business Regulatory 
Enforcement Fairness Act 

Comment: The expansion of fees and 
cost recovery to facilities and 
waterbodies could result in increased 
costs or prices for consumers, 
individual industries, etc. 

Response: Section 429.1 of the current 
rule requires that applicable fees and 
cost recovery be assessed for the 
authorized use of Reclamation lands as 
well as facilities and waterbodies. The 
proposed rule does not expand on that 
requirement. 

5. Takings (E.O. 12630 and E.O. 13406) 

Comment: Reclamation’s 
determination that this proposed rule 
would have no implications for takings 
of private property rights is invalid. 

Response: This rule applies only to 
Reclamation land, facilities, and 
waterbodies. Any private personal 
property lawfully placed on 
Reclamation land, facilities, or 
waterbodies is there only by our 
permission through a use authorization. 
No real property rights are conveyed for 
Reclamation land, facilities, and 
waterbodies through such a use 
authorization. Additionally, 
Reclamation is not responsible for 
maintaining the value of private 
personal property, particularly when the 
authorized uses are not in compliance 
with the terms of the existing use 
authorization. 

10. National Environmental Policy Act 
of 1969 (NEPA) 

Comment: This action does have a 
significant effect on the quality of the 
human environment because of the 
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impacts it would have on development 
in major urban areas. There is a need for 
an environmental assessment or 
environmental impact statement 
pursuant to NEPA. 

Response: The proposed rulemaking 
is a categorically excluded action 
pursuant to Department of the Interior 
Departmental Manual 516, Chapter 2, 
Appendix 1, Exclusion 1.10. As 
applications for specific use 
authorizations are evaluated under the 
proposed rule, the appropriate 
Reclamation office will determine the 
type of NEPA analysis that is warranted 
for the specific use requested. 

13. Clarity of This Regulation 

Comment: In general, the proposed 
rule is vague, confusing, and/or 
inconsistent in content. 

Response: Changes have been made to 
the previously proposed rule to clarify 
sections that were specifically identified 
by commenters as unclear. We have also 
made editorial changes to improve the 
readability of the proposed rule. 

Changes, Comments, and Responses 
Related to the Text of the Proposed Rule 

Subpart A—Purpose, Definitions, and 
Applicability 

Comment: The effects of §§ 429.3, 
429.4, and 429.5 on non-Federal 
managing partners are not clear and 
appear to be contradictory. Section 
429.3(d) states that grazing, farming, and 
other agricultural uses require an 
authorization under this part. Section 
429.4(b), however, states that activities 
at sites managed by non-Federal 
managing partners under Public Law 
89–72 do not require authorization 
under this part. Additionally, § 429.5 
states that only Reclamation is 
authorized to issue use authorizations 
under this part. 

Response: Section 429.4(b) lists uses 
that are not subject to this proposed rule 
and specifically includes ‘‘recreational 
activities at sites managed by non- 
Federal managing partners under Public 
Law 89–72, titled Federal Water Project 
Recreation Act, July 9, 1965, as 
amended . * * *’’ Therefore §§ 429.3(d) 
and 429.5 would not apply to our non- 
Federal managing recreation partners for 
recreational related uses. 

Section 429.1 This section describes 
the purpose of 43 CFR part 429. 

To be consistent with changes made 
at § 429.32, we added paragraph (f) to 
this section that describes how we will 
address existing permitted uses which 
are otherwise prohibited, including the 
criteria for approval or denial of 
requests to renew or transfer these 
permits. The paragraphs following were 

appropriately renumbered. Minor 
editorial changes were made to this 
section as compared to the previously 
proposed rule. 

Section 429.2 This section 
establishes the definitions for terms that 
are used in part 429. 

We made changes to this section as 
compared to the previously proposed 
rule by adding definitions for the 
following terms: easement, managing 
partner, part 21 of this title and public 
needs. We also broadened the definition 
of water user organization. 

Comment: The definition for private 
exclusive recreational or residential use 
is ambiguous and should more clearly 
explain what the extended period of 
time is that creates such a use. 

Response: The inclusion of a time 
component does create confusion and 
would wrongly imply that certain 
exclusive uses could be allowable for a 
limited time without a use 
authorization. We have now removed 
the reference to ‘‘extended periods of 
time.’’ Normal recreational activities, 
including camping for up to 14 days 
within a 30 day period, are specifically 
exempted by section 429.4(a). We have 
also provided examples of the most 
common instances of private exclusive 
recreational and residential use in the 
definition itself. 

Comment: The definitions in the 
proposed rule for Reclamation land and 
Reclamation facility should be amended 
to restore the words from the current 
rule under § 429.6. This change would 
limit the applicability of the proposed 
rule to those lands and facilities that are 
in the control and custody of 
Reclamation; and would recognize that 
although Reclamation lands continue to 
be owned by the United States, they are 
managed by and placed in the custodial 
control of the water user organizations 
with whom Reclamation holds 
contracts. 

Response: This proposed rule applies 
to all land and facilities under our 
jurisdiction. It is our responsibility to 
manage these lands in the best interest 
of the United States and in compliance 
with applicable Federal statutes, 
regulations, and policies. 

Section 429.3 This section describes 
the types of uses of and activities on 
Reclamation land, facilities, and 
waterbodies that typically require a use 
authorization under part 429. 

We made only minor editorial 
changes to this section as compared to 
the previously proposed rule. It should 
be noted that part 5 of this title 
addresses some types of filming and 
photography on certain areas under the 
jurisdiction of the Department of the 
Interior. However, part 5 of this title is 

specific to other agencies within the 
Department of the Interior not including 
Reclamation. 

Comment: Section 429.4 is not needed 
since the uses that require authorization 
are listed in § 429.3. Only individuals 
who are seeking an authorization will be 
using this rule. 

Response: If there are common uses 
that do not require authorization, it is 
important that we notify the public in 
this proposed rule. 

Section 429.4 This section lists the 
types of uses of and activities on 
Reclamation land, facilities, and 
waterbodies that do not require 
authorization under part 429. 

We made editorial changes to this 
section as compared to the previously 
proposed rule. 

Comment: Paragraph (a) of this 
section states the types of activities that 
do not require authorization under this 
part which raises a concern regarding 
the well-being and safety of managing 
water user organization employees as 
they are performing their operation and 
maintenance duties on a daily basis. 
This paragraph seems to allow the 
general public access to all facilities. 
Such accessibility will not only increase 
operation and maintenance costs as a 
result of increased wear on roadways, 
but also dumping, vandalism, and 
opportunities for accidents. 

Response: Access to lands, facilities, 
and waterbodies under our jurisdiction 
is administered under 43 CFR part 423. 
Water user organizations should work 
through their local Reclamation office to 
establish closures for areas or facilities 
such as canals, laterals, or water 
pipelines that are unsafe or not 
appropriate for general public access as 
established under Subpart B of 43 CFR 
part 423. 

Comment: Paragraph (b)(5) of this 
section which suggests that Reclamation 
contracts for water supply or water 
operations do not require Reclamation 
authorization is directly contradictory to 
§ 429.5 which states that water user 
associations have no authority to permit 
uses of Reclamation property. 

Response: Paragraph (b)(5) of this 
section states that Reclamation contracts 
for water supply or water operations do 
not require a use authorization. Under 
paragraph (b)(6) of this section water 
user associations are not required to 
obtain use authorizations for their 
contractual operation and maintenance 
activities on Reclamation land, 
facilities, or waterbodies. 

Comment: There is no need to list the 
uses that do not need authorization 
since we have listed those that do under 
§ 429.3. 
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Response: We have provided 
information in this section specifying 
what common uses do not require 
authorization for clarification and as 
notification to the general public and 
our managing partners. 

Comment: Clearly list what activities 
are authorized on Reclamation land. Be 
specific to water conveyance facilities. 

Response: We have listed uses 
requiring an authorization at § 429.3. 
These uses must be authorized when 
they are on Reclamation land, facilities, 
or waterbodies which includes water 
conveyance facilities. 

Comment: Clarify what activities 
managed by other Federal agencies or 
Interior bureaus are exempted from 
authorization under this part. 

Response: Activities managed by 
other Federal agencies on Reclamation 
land, facilities, or waterbodies must be 
covered by an agreement or authority as 
specified in paragraph (b) of this 
section. For example, some recreation 
sites on Reclamation lands along the 
Colorado River are managed by the 
National Park Service through statutory 
authority. 

Comment: Differentiating between 
how lands are managed directly by 
Reclamation or by other Federal 
agencies or bureaus will create disparate 
treatment. 

Response: Each Federal agency has its 
own missions and authorities. These 
divergent missions and authorities will 
necessarily result in differing practices 
for the management of lands and 
resources. 

Comment: The 14-day limit for 
camping should be increased. 

Response: Reclamation’s 14-day limit 
in any 30-day period is established 
under 43 CFR part 423.33(b). This 
proposed rule does not address that 
limitation. 

Section 429.5 This section addresses 
who is authorized under part 429 to 
issue use authorizations. 

We have made changes to this section 
as compared to the previously proposed 
rule to state that recreation managing 
partners and water user organizations 
whose existing contracts with 
Reclamation allow them to do so may 
issue some limited use authorizations to 
third parties for activities on 
Reclamation land, facilities, and 
waterbodies provided those limited use 
authorizations meet the requirements 
listed in this section. It should be noted 
that all revenues collected for the use of 
Reclamation land, facilities, and 
waterbodies must be handled in 
compliance with all statutory, 
regulatory, and policy requirements. 

Comment: Water user organizations 
are specifically prohibited by this 

section from authorizing the use of 
project lands and as a result existing use 
authorization that they have issued may 
be nullified. 

Response: Water user organizations 
who have assumed responsibility for 
operation and maintenance of 
Reclamation land, facilities, or 
waterbodies pursuant to a contract with 
Reclamation may issue limited use 
authorizations to third parties for 
activities on Reclamation land, 
facilities, or waterbodies when all of the 
requirements listed in § 429.5 have been 
met. 

Comment: The proposed rule 
contradicts the terms of existing 
contracts between Reclamation and 
water user organizations for operation 
and maintenance of Reclamation 
projects. 

Response: Water user organizations 
who have assumed responsibility for 
operation and maintenance of 
Reclamation land, facilities, or 
waterbodies pursuant to a contract with 
Reclamation may issue limited use 
authorizations to third parties for 
activities on Reclamation land, 
facilities, or waterbodies when all of the 
requirements listed in § 429.5 have been 
met. 

Comment: The proposed rule would 
adversely affect water user 
organizations’ ability to issue grazing 
permits and collect subsequent revenues 
from those permits creating a financial 
burden on the water user organizations 
and their farmers. 

Response: As noted above, we have 
made modifications that may allow for 
use authorizations to be issued by water 
user organizations. Financial issues can 
be impacted by project-specific laws, 
but in all cases revenues should be 
handled in accordance with all 
applicable statutes, regulations, and 
policies. 

Section 429.6 This section details 
when water user organizations must 
approve Reclamation’s use 
authorizations. 

This section has been changed 
compared to the previously proposed 
rule to reflect provisions found in 
section 10 of the Reclamation Project 
Act of 1939 (43 U.S.C. 387) and to 
express the need for compatibility 
between use authorizations and a 
managing water user organization’s 
ability to operate and maintain the 
facilities for which they have 
contractual operation and maintenance 
responsibility. 

Comment: Retain the language in the 
current rule or add language to the 
proposed rule that clearly states that 
water user organizations will continue 
to be alerted to uses that might interfere 

with their operation and maintenance of 
Reclamation project lands. 

Response: We have made changes to 
this section to re-incorporate some of 
the language in the current rule and to 
more clearly express the need for 
compatibility between requested uses 
and water user organizations’ ability to 
manage the facilities for which they 
have contractual operation and 
maintenance responsibility. 

Subpart B—Proposed Uses Involving 
Reclamation Easements 

Section 429.7 This section discusses 
the use of land not owned by 
Reclamation, but where Reclamation 
holds easements. 

We have made changes to paragraphs 
(a), (b), and (c) of this section compared 
to the previously proposed rule. These 
changes are intended to improve the 
clarity of this subpart and not to change 
its intent or purpose. 

Comment: Reclamation should be 
required to issue a consent document if 
the use does not unreasonably interfere 
with its easement. Doing so would 
increase the revenues being collected. 

Response: Reclamation lacks the 
authority to require users of private 
lands to pay use fees to Reclamation for 
the use of those private lands. When 
issuing a consent document is 
determined to be compatible with the 
intended project purposes for which the 
easement was obtained, all other 
appropriate and applicable fees are 
collected as required by regulation and 
policy. 

Section 429.8 This section discusses 
whether fees are required for the use of 
Reclamation easements. 

We made only minor editorial 
changes to this section as compared to 
the previously proposed rule. We 
received no comments on this section. 

Subpart C—Requesting Authorizations 
To Use Reclamation Land, Facilities, 
and Waterbodies 

Section 429.9 This section explains 
what you should do before filing an 
application. 

We made no changes to this section 
as compared to the previously proposed 
rule. We received no comments on this 
section. 

Section 429.10 This section 
describes what application forms to use 
and how to determine which 
application form is appropriate to use. 

We made no changes to this section 
as compared to the previously proposed 
rule. We received no comments on this 
section. 

Section 429.11 Where the use 
authorization application forms can be 
found is provided in this section. 
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We made no changes to this section 
as compared to the previously proposed 
rule. 

Comment: The forms as currently 
drafted do not include enough 
specificity regarding the required 
information to be submitted with an 
application. The current rule at § 429.6 
is clearer and more detailed in listing 
what is required. 

Response: This comment will be 
taken into consideration as we review 
Reclamation’s Right-of Use Form 7– 
2540 for possible adjustments this year. 

Section 429.12 The appropriate 
location for filing an application is 
listed in this section. 

We made no changes to this section 
as compared to the previously proposed 
rule. We received no comments on this 
section. 

Section 429.13 This section tells 
how long the application review process 
will take. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. 

Comment: Seven days should be an 
adequate amount of time to 
acknowledge receipt of an application 
and a determination to either accept or 
deny the request should be made within 
fourteen days. 

Response: While we will strive to 
respond to all applicants as quickly as 
possible, there are certain times of the 
year when the volume of applications 
exceeds our staff resources. 
Consequently we may not be able to 
respond within seven days. In order to 
meet the time frames suggested by this 
comment at such peak times, we would 
have to increase our staffing resources 
which would lead to higher fees for all 
applicants. We believe the approach we 
have selected is in the best interest of all 
parties. 

Section 429.14 The criteria 
Reclamation will consider when 
reviewing applications is described in 
this section. 

We made minor editorial changes to 
this section for clarity. 

Comment: The criteria used in 
reviewing applications are too broad 
and cannot be applied fairly and 
impartially. 

Response: We review each use 
application as it is submitted on a case- 
by-case basis considering the criteria 
under § 429.14. As stated on the 
submitted application forms, we may 
request additional information as 
necessary to assist us in making a 
determination as to whether the 
proposed use of Reclamation land, 
facilities, or waterbodies is appropriate. 

Comment: Add an additional criterion 
that would require the proposed activity 

receive the consent of any affected water 
user organization. 

Response: Although we have not 
incorporated this comment into the 
criteria under § 429.14, we have made 
changes to § 429.6 to more specifically 
address this issue. 

Section 429.15 This section 
discusses whether Reclamation is 
required to issue use authorizations. 

We changed this section by adding a 
statement to the affect that all use 
authorizations must meet required 
criteria prior to issuance. 

Comment: Reclamation should not 
have the authority to issue 
authorizations at its discretion. 
Reclamation should be required to have 
a justification for declining an 
application. 

Response: We issue use 
authorizations at our discretion in order 
to protect the interests of the United 
States, as all use authorizations must be 
compatible with the purposes for which 
the Reclamation managed lands are 
being administered. 

Subpart D—Application Fees and 
Administrative Costs 

Section 429.16 The amount of the 
application fee and when to pay the fee 
is described in this section. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. We received 
no comments on this section. 

Section 429.17 This section explains 
under what circumstances 
administrative costs will be collected. 

We made no changes to this section 
as compared to the previously 
published rule. We received no 
comments on this section. 

Section 429.18 This section explains 
when administrative costs will be due 
and payable. 

We made minor editorial changes to 
this section as compared to the 
previously published rule. 

Comment: The administrative costs 
associated with the application process 
are not well-defined. 

Response: Administrative costs are 
determined on a case-by-case basis 
depending on the staff time required to 
evaluate and process the application, 
and to monitor, and terminate the use 
authorization when necessary. The 
definition of administrative costs in 
§ 429.2 provides a listing of the most 
common elements associated with 
administrative costs. In addition, 
§ 429.20 provides that upon written 
request an explanation of the 
administrative costs for a particular 
application will be provided. 

Section 429.19 This section 
describes what the process is when the 

initial estimate for administrative costs 
is insufficient. 

We made no changes to this section 
as compared to the previously 
published rule. We received no 
comments on this section. 

Section 429.20 This section 
describes how to request a detailed 
explanation of the administrative costs. 

We made no changes to this section 
as compared to the previously 
published rule. We received no 
comments on this section. 

Section 429.21 This section 
describes what occurs if the 
administrative costs are overpaid. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. We received 
no comments on this section. 

Section 429.22 This section 
discusses whether future administrative 
costs can be charged after a use 
authorization is issued by Reclamation. 

We made changes in paragraph (b) of 
this section to more clearly state how 
use authorization holders will be 
notified of additional required fees and 
payments due. 

Comment: The language in this 
section is ambiguous and arbitrary 
because it does not provide businesses 
with a fair basis upon which to predict 
costs. Fees for monitoring costs and the 
adjustment of fees to meet current 
conditions could have adverse effects on 
existing operations. 

Response: We cannot anticipate all 
administrative type costs in the future. 
Thus, we must have the ability to collect 
additional administrative costs when 
necessary. 

Subpart E—Use Fees 

Section 429.23 How Reclamation 
determines use fees is described in this 
section. 

We made no changes to this section 
as compared to the previously proposed 
rule. 

Comment: The valuation basis for 
determining fees is not adequately 
defined and should be more fully 
developed and researched. 

Response: The valuation process is 
established in our Directives and 
Standards, LND 05–01 Real Property 
Appraisal, which may be found on our 
Internet site. 

Section 429.24 This section explains 
when use fees should be paid. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. We received 
no comments on this section. 

Section 429.25 This section 
describes the length of time allowed to 
both submit a use fee payment and 
accept the offered use authorization. 
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We made minor editorial changes to 
this section as compared to the 
previously published rule. We received 
no comments on this section. 

Subpart F—Reductions or Waivers of 
Application Fees, Administrative Costs, 
and Use Fees 

Section 429.26 This section 
describes under what conditions 
Reclamation may waive or reduce costs 
or fees. 

We made changes to paragraph (a) of 
this section to better define how a 
determination for fee waiver or 
reduction is made. 

Comment: This section is confusing 
and arbitrary. The conditions under 
which a waiver can be granted are too 
broad and not well defined. Most 
applicants would qualify to apply for a 
waiver or a reduction in fees. 

Response: The table found under 
paragraph (a) of this section specifically 
lists under what situations we may 
determine that it is appropriate to 
reduce or waive fees. 

Comment: No change should be made 
to the language in the current rule 
regarding fee waivers or reductions. 

Response: We are making changes to 
this section to comply with the 
Independent Offices Appropriation Act 
(IOAA) (31 U.S.C. 9701), September 13, 
1982, as amended and the 1993 revision 
of the Office of Management and Budget 
(OMB) Circular A–25. The IOAA sets 
forth Congress’ intent that any use, 
permit, or similar thing of value 
provided by an agency is to be self- 
sustaining and that agencies may 
prescribe rules establishing charges for 
such uses. OMB Circular A–25 
established Federal policy which 
requires administrative costs be 
recovered for Government services, and 
fees for the use or sale of Government 
goods or resources also be charged. 

Comment: This section should be 
eliminated and no fee waivers should be 
allowed. 

Response: Under certain 
circumstances, fee waivers may be 
allowed under the current rule and 
section 6 of OMB Circular A–25. 

Comment: Allowing fee waivers or 
reductions would limit the revenues 
currently being generated and returned 
to Reclamation and in some instances 
water user organizations. 

Response: Section 6 of OMB Circular 
A–25 allows for a reduced fee or waiver 
under certain circumstances. 

Subpart G—Terms and Conditions of 
Use Authorizations 

Section 429.27 This section 
describes the general information that is 
contained in each use authorization. 

We made no changes to this section 
as compared to the previously proposed 
rule. We received no comments on this 
section. 

Section 429.28 Terms and 
conditions that apply to all use 
authorizations from Reclamation are 
outlined in this section. 

We made minor editorial changes in 
this section as compared to the 
previously proposed rule. 

Comment: We disagree with 
paragraph (a)(3) of this section which 
requires terms in every use 
authorization allowing Reclamation to 
unilaterally terminate a use 
authorization. 

Response: It is our responsibility to 
properly manage the land under our 
jurisdiction. On occasion we may need 
to terminate a use authorization and 
even do so unilaterally. However, such 
instances are rare and limited to very 
unusual circumstances which we have 
specified in this section. 

Section 429.29 This section 
describes additional terms and 
conditions or requirements that will be 
included in a use authorization. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. We received 
no comments on this section. 

Section 429.30 This section explains 
whether a use authorization can be 
transferred or assigned to another 
individual or entity. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. We received 
no comments on this section. 

Subpart H—Terms and Conditions of 
Use Authorizations 

Section 429.31 This section 
describes what the prohibited uses are 
on Reclamation land, facilities, and 
waterbodies. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. 

Comment: A state transportation 
agency opposes paragraph (b)(1)(v) of 
this section. The agency is concerned 
that this section will be in direct 
opposition to their policies and will 
deny property owners access to existing 
easements. 

Response: For property owners that 
currently have authorization to access 
their existing easements, this proposed 
rule does not include any changes. 
Those who are crossing Reclamation 
lands without authorization will need to 
follow the procedures to obtain 
authorization. The documentation of 
these access situations will benefit and 
protect all parties. 

Section 429.32 How Reclamation 
will address existing uses which are 
otherwise prohibited is discussed in this 
section. 

We have revised the approach with 
regards to existing private exclusive 
recreational and residential uses that 
were not previously addressed by 43 
CFR part 21. Specifically, under the July 
2007 proposed rule such uses would 
have eventually had to be removed. 
Under the revised rule, such uses can 
remain if certain criteria are met, and 
they will be treated in a manner very 
similar to that outlined in 43 CFR part 
21. 

Under § 429.32(b)(1), we have added 
additional criteria to which all existing 
authorized private exclusive 
recreational and residential uses of 
Reclamation land, facilities, and 
waterbodies, including those defined 
under 43 CFR part 21, are subject. 

The overall majority of comments 
received relate to this section of the 
proposed rule. Most of these 
commenters hold existing use 
authorizations for cabin sites or other 
recreational or residential uses, 
including boat docks, on Reclamation 
land, facilities, or waterbodies. 

Comment: Many commenters are 
concerned that their existing use 
authorizations for private exclusive 
recreational and residential uses will 
not be renewed upon expiration. 

Response: We will renew private 
exclusive recreational and residential 
use authorizations provided that the 
requirements of this proposed rule are 
met. Some cabin sites are also governed 
by 43 CFR part 21, and those regulations 
(which govern all Department of the 
Interior agencies, not just Reclamation) 
are not affected by this rulemaking; 
however, because the monitoring and 
enforcement procedures in this 
proposed rule are actually based on the 
existing rules in 43 CFR part 21, this 
dual regulatory coverage should have 
little practical impact. Such renewals 
will be for a period not to exceed 20 
years and will be subject to periodic 
reviews that could potentially result in 
an early termination. 

Comment: Holders of existing use 
authorizations for private exclusive uses 
stated that they have invested a 
significant amount of money in 
improvements located on Reclamation 
land, facilities, or waterbodies, and do 
not want to lose that investment. 

Response: A use authorization for 
private exclusive recreational or 
residential use does not vest an interest 
in Reclamation land, facilities, or 
waterbodies with the holder of the use 
authorization. Any physical 
improvements made by the holder of the 
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use authorization should be done so 
with the understanding that the 
ownership of the land, facilities, or 
waterbodies will continue to remain 
with the United States. 

Comment: The holders of use 
authorizations are better stewards of the 
land than Reclamation. They invest 
many hours in not only keeping their 
own authorized use area cleaned up, but 
also cleaning up adjacent areas. 

Response: We recognize that many 
holders of use authorizations are 
responsible caretakers. As the manager 
of those Federal lands, however, we 
have the ultimate responsibility for 
those Federal lands, and we must make 
certain that they are managed in the best 
interests of the United States. 

Comment: It is ambiguous and 
unclear as to when 43 CFR part 21 
applies. Specifically list which 
segments of 43 CFR part 21 will be 
followed or specify that it will be 
followed in its entirety. 

Response: We have decided to use the 
requirements in 43 CFR part 21 to 
develop the requirements that will 
apply to all existing private exclusive 
recreational and residential use 
authorizations. This should result in 
consistent treatment of uses regardless 
of whether the part 21 regulations 
technically apply. For example, 
personal cabin sites were subject to the 
part 21 regulations if they were 
authorized directly by Reclamation, but 
similar sites were exempt from these 
regulations if the area was managed 
under a concession contract. Now, both 
types of sites will be subject to this 
proposed rule which mimics the 
procedures previously established in 
part 21. The cabin sites directly 
authorized by Reclamation remain 
under 43 CFR part 21 as well. 

Comment: Section 429.32(a) states 
that renewal requests for cabin sites 
administered under 43 CFR part 21 will 
be reviewed by the Commissioner and 
approved where appropriate. The term 
appropriate sends a foreboding message 
and is ambiguous. 

Response: The responsibility for 
renewing use authorizations for 
recreational or residential uses has been 
returned to the appropriate field office 
under this proposed rule. 

Comment: Clearly define under what 
rare exceptions waivers would be 
granted by the Commissioner for 
renewals of recreational or residential 
uses of Reclamation land. 

Response: The requirement for a 
waiver in order to renew an existing 
private exclusive recreational or 
residential use authorization has been 
removed from this proposed rule. 

Comment: Non-profit organizations 
that hold use authorizations for 
activities such as summer youth camps 
should not be subject to the same 
regulations and fee requirements as for- 
profit organizations. 

Response: Section 429.26(a) of the 
proposed rule and the table that follows 
describe under what circumstances we 
may determine that it is appropriate to 
reduce or waive fees. Item 5 of the table 
specifically applies to non-profit or 
educational entities when the use 
provides a general public benefit. 

Comment: If private boat docks are 
eliminated as a result of this proposed 
rule, public boat docks which are not 
always conveniently located and are 
over used will receive increased 
pressure. 

Response: Provided that existing 
authorized boat docks meet the 
requirements, this proposed rule would 
not prevent the use authorization from 
being renewed. 

Section 429.33 This section 
describes the consequences for using 
Reclamation land, facilities, and 
waterbodies without authorization. 

We made changes to paragraphs (b), 
(e), and (f) of this section for 
clarification purposes only. In addition, 
we added a new paragraph under (b) to 
specify how the interest rate to be 
applied to the use fee for unauthorized 
uses will be determined. 

Comment: Existing commercial 
outfitters and/or concessionaires should 
have a preferential right of renewal for 
their authorizations. Other Federal 
agencies and Department of the Interior 
bureaus utilize this method. 

Response: Through Reclamation 
policies and directives, we have 
instituted a process of fair and open 
competition with regard to concession 
and similar contracts. 

Comment: There is no valid reason for 
capping the fees that can be collected 
for unauthorized use to 6 years. 

Response: We have removed the 6 
year cap on collecting use fees for 
unauthorized uses of Reclamation land, 
facilities, and waterbodies. The 
applicable statute of limitations will be 
applied based on the circumstances 
associated with each unauthorized use. 

Subpart I—Decisions and Appeals 

Comment: The appeal process follows 
a path within the Department of the 
Interior. A fair appeal process would 
include a representative small group 
rather than a supervisor to supervisor 
system. 

Response: The appeals process 
includes a two tier approach. First a 
review by a Reclamation office other 
than the office that made the final 

determination. Next, if the appellant 
still disagrees with that decision, the 
matter can be reviewed by an outside 
agency should the appellant choose to 
pursue the issue. We believe this is a 
fair process. 

Section 429.34 The decisionmaker 
for Reclamation’s final determinations is 
listed in this section and provides when 
that decision will be effective. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. We received 
no comments on this section. 

Section 429.35 This section explains 
if and when an appeal can be made to 
a final determination. 

We made no changes to this section 
as compared to the previously proposed 
rule. We received no comments on this 
section. 

Section 429.36 This section 
describes if and when a Commissioner’s 
decision can be appealed. The process 
for and timeliness of such an appeal is 
also discussed in this section. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. We received 
no comments on this section. 

Section 429.37 This section 
discusses what happens to monies owed 
to the United States during an appeal 
process. 

We made minor editorial changes to 
this section as compared to the 
previously proposed rule. We received 
no comments on this section. 

V. Distribution Table 

The following table indicates each 
section of the original 1983 rule, as 
modified in 2006, and where each was 
incorporated into the proposed rule or 
not included as the case may be. 

Old section New section 

429.1 .................. 429.1. 
429.2(a)–(n) ........ 429.2. 
429.3(a) .............. 429.23. 
429.3(b) .............. 429.33(a) and (c). 
429.3(c) .............. 429.33(a) and (b). 
429.4 .................. 429.26. 
429.5 .................. Removed. 
429.6 .................. 429.7(b); 429.12; and 

429.14. 
429.6(a) .............. 429.10. 
429.6(a)(1)–(3) ... Removed. Now contained 

in Application Forms. 
429.6(b) .............. 429.16; 429.20–429.22; 

and 429.26. 
429.6(c)(1)–(4) ... 429.26. 
429.6(d)(1)–(4) ... 429.13(a) and (b). 
429.6(e) .............. 429.19; 429.22. 
429.6(f) ............... 429.23–429.25. 
429.6(g) .............. Removed. See Preamble. 
429.7(a) .............. 429.27–429.30. 
429.7(b) .............. 429.6. 
429.7(c) .............. Removed. 
429.7(d) .............. 429.28(a)(3). 
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Old section New section 

429.7(e) .............. 429.28(a)(1). 
429.7(f) ............... Removed. 
429.8 .................. 429.28(a)(2), (3), and (4). 
429.9(a) .............. 429.28(a)(1). 
429.9(b) .............. 429.28(b). 
429.10(a) ............ 429.34(a) and (b); 

429.35(a), (b), and (c). 
429.10(b) ............ 429.36(a) and (b). 
429.11 ................ Removed. 
429.12(a) ............ 429.1; 429.3–429.6. 
429.12(b) ............ 429.4(a). 
429.12(c) ............ 429.26. 
429.12(d) ............ 429.4(g). 
429.12(e) ............ Removed. 
429.13 ................ 429.1; 429.3. 

VI. Procedural Requirements 

1. Regulatory Planning and Review 
(Executive Order (E.O.) 12866) 

OMB has determined that this rule is 
not a significant rule and has not 
reviewed this rule under the 
requirements of E.O. 12866. We have 
evaluated the impacts of this rule as 
required by E.O. 12866 and have 
determined that it is not a significant 
regulatory action. The results of our 
evaluation follow: 

(a) This rule will not have an effect of 
$100 million or more on the economy. 
It would not adversely affect in any 
material way the economy, productivity, 
competition, jobs, environment, public 
health or safety, or State, local, and 
tribal governments or communities. The 
original rule covered only Reclamation 
lands. It was modified in 2006 to 
explicitly incorporate uses of 
Reclamation facilities and waterbodies. 
The proposed rule requires collecting an 
initial, nonrefundable deposit of $100 
(referred to as the ‘‘application fee’’), the 
recovery of additional administrative 
costs in excess of the initial application 
fee, and a fee for the use of Reclamation 
land. It should be noted that this rule 
reduces the initial application fee from 
$200 ($150 refundable under specific 
circumstances) to a nonrefundable $100 
application fee. The rule does not 
change the requirement for full cost 
recovery of additional administrative 
costs in excess of the $100 
nonrefundable application fee or the 
requirement to collect the fee for use of 
Reclamation land, facilities, and 
waterbodies. Like the current rule, this 
rule provides for waivers or reductions 
of costs and fees under unique 
circumstances as determined to be 
appropriate by us incompliance with 
OMB Circular A–25. 

(b) This rule would not create a 
serious inconsistency or otherwise 
interfere with an action taken or 
planned by another agency. Since this 
rule is specific to Reclamation land, 

facilities, and waterbodies, any impact 
on another agency would be minimal. 
Nevertheless, nothing in this rule 
precludes us from cooperating with 
other agencies on proposed actions that 
may impact or require the use of 
Reclamation’s land, facilities, and 
waterbodies. An example of our 
working with other agencies is this 
rule’s requirement to use Standard Form 
(SF) 299, Application for Transportation 
and Utility Systems and Facilities on 
Federal Lands, under E.O. 13327. The 
purpose of E.O. 13327 is to promote the 
efficient and economical use of 
America’s real property assets. This 
proposed rule also requires the use of 
Form 7–2540, Bureau of Reclamation 
Right-of-Use Application Form, for all 
other requested uses. 

(c) This rule does not alter the 
budgetary effects of entitlements, grants, 
user fees, concessions, loan programs, 
water contracts, management 
agreements, or the rights and obligations 
of their recipients. 

(d) This rule does not raise any novel 
legal or policy issues. The recovery of 
administrative fees and charging of 
application and use fees are required by 
the IOAA, OMB Circular A–25, and the 
current rule. 

2. Regulatory Flexibility Act 
The Department of the Interior 

(Interior) certifies that this document 
will not have a significant economic 
effect on a substantial number of small 
entities under the Regulatory Flexibility 
Act (5 U.S.C. 601, et seq.). This rule 
does not impose a requirement for small 
businesses to report or keep records on 
any of the requirements contained in 
this rule. A small business’s wish to 
apply to use Reclamation land, 
facilities, or waterbodies is strictly 
voluntary. One of the purposes of this 
rule is to provide small business 
applicants and others with the 
requirements they must follow when 
applying for such a use. An Initial 
Regulatory Flexibility Analysis is not 
required and, accordingly, a Small 
Entity Compliance Guide is not 
required. 

3. Small Business Regulatory 
Enforcement Fairness Act 

This proposed rule is not a major rule 
under the Small Business Regulatory 
Enforcement Fairness Act (5 U.S.C. 
804(2)). This rule: 

(a) Does not have an annual effect on 
the economy of $100 million or more. 
There are no major changes in the costs 
or fees charged to applicants. 

(b) Will not cause a major increase in 
costs or prices for consumers, 
individual industries, Federal, State, 

local, or tribal government agencies, or 
geographic regions. It is anticipated that 
this rule will not result in significant 
increases in administrative costs or use 
fees for any one applicant, but it will 
clarify for the public the basis for 
determining such costs and fees. 

(c) Does not have significant adverse 
effects on competition, employment, 
investment, productivity, innovation, or 
the ability of United States-based 
enterprises to compete with foreign- 
based enterprises. The cost to the 
private sector requesting use of 
Reclamation land, facilities, or 
waterbodies is a small fraction of a 
percent of an individual entity’s total 
cost of doing business. Under this rule, 
such requests are made on a voluntary 
basis. 

4. Unfunded Mandates Reform Act 
This proposed rule does not impose 

an unfunded mandate or a requirement 
to expend monies on the part of State, 
local, or tribal governments or 
communities, or the private sector of 
$100 million or more annually. This 
rule does not have a significant or 
unique effect on State, local, or tribal 
governments or communities, or the 
private sector. Requests from any of 
these entities to use Reclamation land, 
facilities, and waterbodies are strictly 
voluntary. If a requested use is 
authorized by Reclamation, the recovery 
of administrative costs and the payment 
of use fees associated with such use are 
required by law, OMB Circular, and 
regulation. There are provisions to allow 
a reduction or waiver of such costs and 
fees, at our discretion, when specific 
criteria are met. We are not imposing a 
duty, requirement, or mandate on State, 
local, or tribal governments or 
communities, or the private sector to 
request such uses. Thus, a statement 
containing information required by the 
Unfunded Mandates Reform Act (2 
U.S.C. 1531 et seq.) is not required. 

5. Takings (E.O. 12630 and E.O. 13406) 
Under the criteria in E.O. 12630 and 

E.O. 13406, this proposed rule does not 
have any implications of takings of 
property rights. This rule sets forth the 
requirements for applying to use 
Reclamation land, facilities, and 
waterbodies. It also clarifies the basis for 
charging application and use fees, and 
for the recovery of administrative costs 
under the requirements of the IOAA and 
OMB Circular A–25. A Takings 
Implication Assessment is not required. 

6. Federalism (E.O. 13132) 
Under the criteria in E.O. 13132, the 

rule does not have any federalism 
implications to warrant the preparation 
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of a Federalism Assessment. The rule is 
not associated with, nor will it have 
substantial direct effects on the States, 
on the relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. A Federalism 
Assessment is not required. 

7. Civil Justice Reform (E.O. 12988) 
This rule complies with the 

requirements of E.O. 12988. 
Specifically, this rule: 

(a) Does not unduly burden the 
judicial system; 

(b) Meets the criteria of section 3(a) 
requiring that all regulations be 
reviewed to eliminate errors and 
ambiguity and be written to minimize 
litigation; and 

(c) Meets the criteria of section 3(b)(2) 
requiring that all regulations be written 
in clear language and contain clear legal 
standards. 

8. Consultation With Indian Tribes (E.O. 
13175) 

Under the criteria of E.O. 13175, 
Reclamation has evaluated this rule and 
determined that it would have no 
substantial effects on federally 
recognized Indian Tribes. This rule does 
not apply to land under the sovereign 
ownership of federally recognized 
Indian Tribes. 

9. Paperwork Reduction Act 
This rule does require information 

collection from 10 or more applicants 
and a submission under the Paperwork 
Reduction Act (PRA) is required. 
However, the information collection 
requirements associated with this rule 
have been previously submitted to OMB 
for review and have received approval 
under the requirements of the PRA. The 
SF 299, Application for Transportation 
and Utility Systems and Facilities on 
Federal Lands (used for access across 
our land, facilities, and waterbodies), 
was authorized by OMB No. 1004–0189, 
expiring on November 30, 2008. OMB 
also has approved the information 
collection in this rule (using the Bureau 
of Reclamation Right-of-Use Application 
Form 7–2540) and has assigned 
approval number 1006–0003, expiring 
on March 31, 2009. We estimate the 
burden associated with this latter 
information collection to be 2 hours per 
application. We use the information 
provided by applicants to determine the 
nature of the requested use and whether 
the requested use of our land, facilities, 
or waterbodies interferes with project 
operations or project security, or may 
create other issues. The information 
provided on the applications is also 

used to ensure, where appropriate and 
applicable, the technical and financial 
resources of the applicant are sufficient 
to complete the construction of the 
infrastructure or project. 

10. National Environmental Policy Act 
of 1969 

This rule does not constitute a major 
Federal action and would not have a 
significant effect on the quality of the 
human environment. Therefore, this 
rule does not require the preparation of 
an environmental assessment or 
environmental impact statement under 
the requirements of the National 
Environmental Policy Act of 1969 (42 
U.S.C. 4321 et seq.), and its regulations. 

11. Information Quality Act 
In developing this rule, there was no 

need to conduct or use a study, 
experiment, or survey requiring peer 
review under the Information Quality 
Act (Pub. L. 106–554). 

12. Effects on the Energy Supply (E.O. 
13211) 

This rule is not a significant energy 
action under the definition in the E.O. 
13211. A Statement of Energy Effects is 
not required. 

13. Clarity of This Regulation 
We are required by E.O. 12866 and 

12988, and by the Presidential 
Memorandum of June 1, 1998, to write 
all rules in plain language. This means 
each rule we publish must: 
—Be logically organized; 
—Use the active voice to address 

readers directly; 
—Use clear language rather than jargon; 
—Be divided into short sections and 

sentences; and 
—Use lists and tables wherever 

possible. 
If you feel we have not met these 

requirements, please send comments to 
Reclamation as instructed in the 
ADDRESSES section of this proposed rule. 
Please make your comments as specific 
as possible, referencing specific sections 
and how they could be improved. For 
example, ‘‘section XXX.XX could be 
more clearly written’’, or ‘‘the first 
sentence in section XXX.XX(a) is too 
long’’, or ‘‘the data in section XXX.XX 
should be placed in a table.’’ 

14. Public Comments 
Before including your name, address, 

phone number, e-mail address, or other 
personal identifying information in your 
comment, you should be aware that 
your entire comment—including your 
personal identifying information—may 
be made publicly available at any time. 
While you can ask us in your comment 

to withhold your personal identifying 
information from public review, we 
cannot guarantee that we will be able to 
do so. 

Informational meetings regarding the 
proposed rule are being hosted by 
Reclamation in each Region. The dates, 
times, and locations of these meetings 
are listed in the SUPPLEMENTARY 
INFORMATION section of this proposed 
rule. These meetings will be 
informational in nature only. Public 
comments will not be recorded or 
accepted into the official record at the 
meetings. In order to be considered, 
your comments must be submitted to 
Reclamation as instructed in the 
ADDRESSES section of this proposed rule. 

List of Subjects in 43 CFR Part 429 
Administrative practice and 

procedures, Public lands, Reclamation, 
Recreation and recreation areas, and 
Land rights-of-way. 

Dated: July 14, 2008. 
Kameran L. Onley, 
Acting Assistant Secretary—Water and 
Science. 

For the reasons stated in the 
preamble, the Bureau of Reclamation 
proposes to revise 43 CFR part 429 as 
follows: 

PART 429—USE OF BUREAU OF 
RECLAMATION LAND, FACILITIES, 
AND WATERBODIES 

Subpart A—Purpose, Definitions, and 
Applicability 

Sec. 
429.1 What is the purpose of this part? 
429.2 What definitions are used in this 

part? 
429.3 What types of uses are subject to the 

requirements and processes established 
under this part? 

429.4 What types of uses are not subject to 
the requirements and processes 
established under this part? 

429.5 Who is authorized to issue use 
authorizations under this part? 

429.6 When must water user organizations 
also approve use authorizations? 

Subpart B—Proposed Uses Involving 
Reclamation Easements 

429.7 Can I use land where Reclamation 
holds an easement? 

429.8 Is there a fee for uses involving a 
Reclamation easement? 

Subpart C—Requesting Authorization to 
Use Reclamation Land, Facilities, and 
Waterbodies 

429.9 What should I do before filing an 
application? 

429.10 What application form should I use? 
429.11 Where can I get the application 

forms? 
429.12 Where do I file my application? 
429.13 How long will the application 

review process take? 
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429.14 What criteria will Reclamation 
consider when reviewing applications? 

429.15 Is Reclamation required to issue a 
use authorization? 

Subpart D—Application Fees and 
Administrative Costs 

429.16 How much is the application fee 
and when should it be paid? 

429.17 When will Reclamation collect 
administrative costs? 

429.18 When do I have to pay the 
administrative costs? 

429.19 What happens if the initial estimate 
for administrative costs is insufficient? 

429.20 Can I get a detailed explanation of 
the administrative costs? 

429.21 If I overpay Reclamation’s 
administrative costs, can I get a refund? 

429.22 Can Reclamation charge me 
additional administrative costs after I 
receive a use authorization? 

Subpart E—Use Fees 

429.23 How does Reclamation determine 
use fees? 

429.24 When should I pay my use fee? 
429.25 How long do I have to submit my 

payment for the use fee and accept the 
offered use authorization? 

Subpart F—Reductions or Waivers of 
Application Fees, Administrative Costs, and 
Use Fees 

429.26 When may Reclamation reduce or 
waive costs or fees? 

Subpart G—Terms and Conditions of Use 
Authorizations 

429.27 What general information appears 
in use authorizations? 

429.28 What terms and conditions apply to 
all use authorizations? 

429.29 What other terms and conditions 
may be included in my use 
authorization? 

429.30 May use authorizations be 
transferred or assigned to others? 

Subpart H—Prohibited and Unauthorized 
Uses of Reclamation Land, Facilities, and 
Waterbodies 

429.31 What uses are prohibited on 
Reclamation land, facilities, and 
waterbodies? 

429.32 How will Reclamation address 
currently authorized existing private 
exclusive recreational or residential 
uses? 

429.33 What are the consequences for using 
Reclamation land, facilities, and 
waterbodies without authorization? 

Subpart I—Decisions and Appeals 

429.34 Who is the decisionmaker for 
Reclamation’s final determinations? 

429.35 May I appeal Reclamation’s final 
determination? 

429.36 May I appeal the Commissioner’s 
decision? 

429.37 Does interest accrue on monies 
owed to the United States during my 
appeal process? 

Authority: 43 U.S.C. 373; 43 U.S.C. 373b, 
43 U.S.C. 387; 43 CFR 21; Pub. Law 108–447, 
Title VIII; 31 U.S.C. 9701, as amended. 

Subpart A—Purpose, Definitions, and 
Applicability 

§ 429.1 What is the purpose of this part? 
The purpose of this part is to notify 

the public that any possession or 
occupancy of any portion of, and the 
extraction or disturbance of any natural 
resources from Reclamation land, 
facilities, or waterbodies are prohibited 
without written authorization from 
Reclamation, unless excepted as listed 
in § 429.4. This part describes: 

(a) How to apply to Reclamation for 
a use authorization to allow your 
activity on Reclamation land, facilities, 
and waterbodies; 

(b) How Reclamation reviews and 
processes your application, including 
the criteria for approval or denial of 
your application; 

(c) The requirement for collection of 
application and use fees and the 
recovery of administrative costs; 

(d) How Reclamation determines and 
collects costs and fees; 

(e) Prohibited uses on Reclamation 
land, facilities, and waterbodies; 

(f) How Reclamation will address 
existing authorized uses which are 
otherwise prohibited, including the 
criteria for approval or denial of 
requests to renew these use 
authorizations; 

(g) The process and penalties 
associated with resolution of 
unauthorized uses; and 

(h) How to appeal an action or 
determination made under this part. 

§ 429.2 What definitions are used in this 
part? 

The following definitions are used in 
this part: 

Administrative costs means all costs 
incurred by Reclamation in processing 
your application and all costs associated 
with evaluating, issuing, monitoring, 
and terminating your use authorization 
on Reclamation land, facilities, and 
waterbodies. Administrative costs are 
distinct and separate from application 
and use fees and typically include, but 
are not limited to: 

(1) Determining the use fee; 
(2) Evaluating and documenting 

environmental and cultural resources 
compliance; 

(3) Performing engineering review; 
(4) Preparation of the use 

authorization; and 
(5) Personnel and indirect costs 

directly associated with these actions. 
Applicant means you as any person or 

entity (such as a private citizen, 
business, non-governmental 
organization, public entity, Indian tribe, 
or foreign government) who submits an 
application requesting use of 

Reclamation land, facilities, and 
waterbodies. 

Application means either Form 7– 
2540 or SF 299. The choice of 
application form is dependent on the 
type of use requested. 

Application fee means a $100 
nonrefundable charge, which you must 
submit with your application to cover 
the costs of our initial review of your 
request. Application fees are distinct 
and separate from administrative costs 
and use fees. 

Commissioner means the senior 
executive of the Bureau of Reclamation, 
Department of the Interior. 

Consent document means a written 
agreement or notification listing 
conditions which will prevent 
unreasonable interference with our 
easement on non-Reclamation land. 

Cultural resource means any 
prehistoric, historic, architectural, 
sacred, or traditional cultural property 
and associated objects and documents 
that are of interest to archaeology, 
anthropology, history, or other 
associated disciplines. Cultural 
resources include archaeological 
resources, historic properties, 
traditional cultural properties, sacred 
sites, and cultural landscapes that are 
associated with human activity or 
occupation. 

Easement refers to an interest in land 
that consists of the right to use or 
control the land for a specific purpose, 
but does not constitute full ownership 
of the land. 

Environmental compliance means 
complying with the requirements of the 
National Environmental Policy Act; the 
Endangered Species Act; the Clean 
Water Act; the Clean Air Act; the 
Comprehensive Environmental 
Response, Compensation, and Liability 
Act; applicable regulations associated 
with these statutes; and other related 
laws and regulations. 

Form 7–2540 means the Bureau of 
Reclamation Right-of-Use Application 
form required for all proposed uses of 
Reclamation land, facilities, and 
waterbodies, except those associated 
with construction and/or placement of 
transportation, communication, and 
utility systems and facilities. 

Grantee means you as the recipient or 
holder of a use authorization regardless 
of the contractual format. 

Interior means the United States 
Department of the Interior. 

Managing Partner means a Federal or 
non-Federal public entity that manages 
land, facilities, or waterbodies through a 
management agreement with 
Reclamation entered pursuant to the 
Federal Water Project Recreation Act, as 
amended. 
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Part 21 of this title means Title 43 of 
the Code of Federal Regulations part 21, 
which is titled Occupancy of Cabin 
Sites on Public Conservation and 
Recreation Areas. 

Part 423 of this chapter means Title 
43 of the Code of Federal Regulations 
part 423, which is titled Public Conduct 
on Bureau of Reclamation Facilities, 
Lands, and Waterbodies. 

Possession or occupancy and possess 
or occupy mean to control, use, or reside 
on Reclamation land, facilities, or 
waterbodies. 

Private exclusive recreational or 
residential use means any use that 
involves structures or other 
improvements used for recreational or 
residential purposes to the exclusion of 
public uses or which create the 
perception of such exclusion and are 
not associated with the official 
management of a Reclamation project. 
This includes, but is not limited to, boat 
docks, cabin sites and associated 
improvements (including those 
currently defined in part 21 of this title), 
residences, trailers, manufactured or 
mobile homes, structures, roads, or 
other improvements as determined by 
Reclamation. 

Public Entity means States, political 
subdivisions or agencies thereof; public 
and quasi-governmental authorities and 
agencies; and agencies of the Federal 
Government. 

Public needs mean the recreational 
requirements of the general public at 
areas where existing authorized private 
exclusive recreational or residential 
uses are present. 

Reclamation means the Bureau of 
Reclamation, United States Department 
of the Interior. 

Reclamation facility means any 
facility under our jurisdiction. The term 
includes, but is not limited to: 
Buildings, canals, dams, ditches, drains, 
fish and wildlife facilities, laterals, 
powerplants, pumping plants, 
recreation facilities, roads, switchyards, 
transmission and telecommunication 
lines, and warehouses. 

Reclamation land means any land 
under the jurisdiction of, or 
administered by, Reclamation and may 
include, but is not limited to: 

(1) All land acquired by Reclamation 
through purchase, condemnation, 
exchange, or donation for Reclamation 
project and water related purposes; 

(2) All land withdrawn by 
Reclamation from the public domain for 
Reclamation purposes; and 

(3) All interests in land acquired by 
Reclamation, including easements and 
rights exercised by the United States 
under the 1890 Canal Act (43 U.S.C. 
945). 

Reclamation law means the 
Reclamation Act of June 17, 1902 (32 
Stat. 388, 43 U.S.C. 371, et seq.), and all 
Acts which supplement or amend the 
1902 Act. 

Reclamation project means any land, 
facilities, or waterbodies used for water 
supply, water delivery, flood control, 
hydropower, or other authorized 
purposes including fish, wildlife, and 
recreation administered by Reclamation 
under Federal laws. 

Reclamation waterbodies means any 
body of water situated on Reclamation 
land and under Reclamation 
jurisdiction. Examples of Reclamation 
waterbodies include, but are not limited 
to, reservoirs, lakes, and impoundments. 

Regional Director means any one of 
the five representatives of the 
Commissioner, or their delegates, who 
are responsible for managing their 
respective region’s land, facilities, and 
waterbodies and for the decisions made 
under this part. 

Standard Form (SF) 299 means the 
form titled Application for 
Transportation and Utility Systems and 
Facilities on Federal Lands used when 
requesting permission for construction 
and/or placement of transportation, 
communication, or utility systems and 
facilities. 

Unauthorized use means use of 
Reclamation land, facilities, and 
waterbodies without proper 
authorization. 

Use authorization means a document 
that defines the terms and conditions 
under which we will allow you to use 
Reclamation land, facilities, and 
waterbodies. Use authorizations can 
take the form of easements, leases, 
licenses, permits, and consent 
documents. This document is also 
referred to as a ‘‘right-of-use’’ in part 
423 of this chapter. 

Use fee means the amount due to 
Reclamation for the use of Federal land, 
facilities, or waterbodies under our 
jurisdiction or control. Use fees are 
distinct and separate from application 
fees and administrative costs. 

Valuation means the method used to 
establish the fee for a use authorization 
by appraisal, waiver valuation, or other 
sound or generally accepted business 
practice. 

Water User Organization means any 
legal entity established under State law 
that has entered into a contract with the 
United States pursuant to the Federal 
reclamation laws. 

We, us, or our mean the Bureau of 
Reclamation. 

You or I mean an applicant, grantee, 
or unauthorized user. 

§ 429.3 What types of uses are subject to 
the requirements and processes 
established under this part? 

Possession or occupancy of, or 
extraction or removal of natural 
resources from, Reclamation land, 
facilities, or waterbodies require a use 
authorization in accordance with this 
part. Typical uses of or activities on 
Reclamation land, facilities, or 
waterbodies regulated by this part 
include, but are not limited to: 

(a) Commercial filming and 
photography; 

(b) Commercial guiding and outfitting; 
(c) Commercial or organized sporting 

events; 
(d) Grazing, farming, and other 

agricultural uses; 
(e) Infrastructure, such as 

transportation, telecommunications, 
utilities, and pipelines; 

(f) Organized recreational activities, 
public gatherings, and other special 
events that involve the possession or 
occupancy of Reclamation lands; 

(g) Removal of, or exploration for, 
sand, gravel, and other mineral 
resources; 

(h) Timber harvesting, or removal of 
commercial forest products or other 
vegetative resources; and 

(i) Any other uses deemed appropriate 
by Reclamation, subject to the 
exclusions listed in § 429.4. 

§ 429.4 What types of uses are not subject 
to the requirements and processes 
established under this part? 

(a) Individual, non-commercial use of 
Reclamation land, facilities, or 
waterbodies for occasional activities 
such as hiking, camping for periods of 
14 days or less during any period of 30 
consecutive days, sightseeing, 
picnicking, hunting, swimming, boating, 
and fishing, consistent with applicable 
laws, regulations and policies. Public 
conduct associated with these activities 
is governed by part 423 of this chapter; 

(b) While not subject to other 
requirements and processes established 
under this part, the following types of 
uses must be in compliance with the 
requirements in Subpart H: 

(1) Recreational activities at sites 
managed by non-Federal managing 
partners under Public Law 89–72, titled 
Federal Water Project Recreation Act, 
July 9, 1965; 

(2) Activities managed by other 
Federal agencies or Interior bureaus by 
agreement or under other authority; 

(3) Activities at sites directly managed 
by Reclamation where fees or fee 
schedules are established for general 
public recreation use; 

(4) Uses authorized under concession 
contracts on Reclamation land, 
facilities, and waterbodies; 
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(5) Reclamation contracts for water 
supply or water operations; 

(6) Authorized operation and 
maintenance activities on Reclamation 
land, facilities, and waterbodies 
undertaken by water user organizations, 
or their contractors, or by Reclamation 
contractors; 

(7) Agreements and real property 
interests granted for the replacement or 
relocation of facilities, such as 
highways, railroads, 
telecommunication, or transmission 
lines or infrastructure governed by 
Section 14 of the Reclamation Project 
Act of August 4, 1939 (43 U.S.C. 389). 
Payments to equalize land values may 
still be required and administrative 
costs may still be recovered; and 

(8) Activities specifically authorized 
under other Federal statutes or 
regulations. 

§ 429.5 Who is authorized to issue use 
authorizations under this part? 

Unless otherwise provided by law or 
regulation, only Reclamation or another 
Federal agency acting for Reclamation 
under delegated authority is authorized 
to issue use authorizations that convey 
an interest in Reclamation land, 
facilities, or waterbodies. Recreation 
managing partners under the Federal 
Water Projects Recreation Act, 16 U.S.C. 
4601, et seq., and water user 
organizations who have assumed 
responsibility for operation and 
maintenance of Reclamation land, 
facilities, or waterbodies pursuant to a 
contract with Reclamation may issue 
limited use authorizations to third 
parties for activities on Reclamation 
land, facilities, or waterbodies when all 
of the following apply: 

(a) The recreation managing partner or 
water user organization is authorized to 
do so under its contract with 
Reclamation; 

(b) Such limited use authorizations do 
not convey ownership or other interest 
in the Federal real property; 

(c) The uses authorized are not 
permanent or for an indefinite period; 

(d) The limited use authorization does 
not provide for an automatic right of 
renewal at the third party’s option; 

(e) The limited use authorization is 
fully revocable at the discretion of 
Reclamation; and 

(f) All revenues collected for the use 
of Reclamation land, facilities, and 
waterbodies are handled in compliance 
with all statutory, regulatory, and policy 
requirements. 

§ 429.6 When must water user 
organizations also approve use 
authorizations? 

(a) Use authorizations for easements 
and rights-of way for periods in excess 

of 25 years are also subject to approval 
from water user organizations under 
contract obligation for repayment of the 
project or division and for those water 
user organizations who have assumed 
responsibility for operation and 
maintenance. This requirement does not 
apply to any other type of use 
authorizations. 

(b) At the discretion of the responsible 
Regional Director, concurrence for uses 
of less than 25 years may be requested 
of the appropriate water user 
organization. At a minimum, the 
appropriate water user organizations 
will be notified of all use authorizations 
prior to their issuance to avoid potential 
conflicts between the requested use 
authorization and the water user 
organizations’ need to operate and 
maintain the facilities for which they 
have contractual responsibility. 

Subpart B—Proposed Uses Involving 
Reclamation Easements 

§ 429.7 Can I use land where Reclamation 
holds an easement? 

(a) To prevent conflicts where 
Reclamation holds an easement on land 
owned by others, you should submit an 
application for the proposed use. If after 
review of the application, Reclamation 
determines that your requested use 
would not unreasonably interfere with 
Reclamation’s easement, a consent 
document may be issued to you. The 
consent document will contain the 
conditions with which you must 
comply to ensure that your use will not 
unreasonably interfere with 
Reclamation’s use of its easement. 

(b) In accordance with subpart C of 
this part, you should submit either SF 
299 or Form 7–2540 to the local 
Reclamation office to request a consent 
document. 

(c) If you are not the underlying 
landowner, you must also secure the 
permission of the landowner for your 
requested use of the area covered by 
Reclamation’s easement. 

§ 429.8 Is there a fee for uses involving a 
Reclamation easement? 

Reclamation will not charge a use fee 
for a consent document. However, 
depending upon the complexity of your 
requested use and issues associated 
with it, Reclamation may charge an 
application fee and administrative costs, 
unless waived in accordance with 
subpart F of this part. 

Subpart C—Requesting Authorization 
to Use Reclamation Land, Facilities, 
and Waterbodies 

§ 429.9 What should I do before filing an 
application? 

Before filing an application, it is 
important that you contact the local 
Reclamation office to discuss your 
proposed use. This discussion can help 
expedite your application process. 

§ 429.10 What application form should I 
use? 

You must use one of the following 
application forms depending on the 
nature of your requested use: 

(a) Use SF 299 to request a use 
authorization for the placement, 
construction, and use of energy, 
transportation, water, or 
telecommunication systems and 
facilities on or across all Federal 
property including Reclamation land, 
facilities, or waterbodies. Examples of 
such uses are: 

(1) Canals; 
(2) Communication towers; 
(3) Fiber-optics cable; 
(4) Pipelines; 
(5) Roads; 
(6) Telephone lines; and 
(7) Utilities and utility corridors. 
(b) Use Form 7–2540 to request any 

other type of use authorization. 
Examples of such uses are: 

(1) Commercial filming and 
photography; 

(2) Commercial guiding and outfitting; 
(3) Commercial or organized sporting 

events; 
(4) Grazing, farming, and other 

agricultural uses; 
(5) Organized recreational activities, 

public gatherings, and other special 
events; 

(6) Removal of, or exploration for, 
sand, gravel, and other mineral 
materials; 

(7) Timber harvesting, or removal of 
commercial forest products or other 
vegetative resources; and 

(8) Any other uses deemed 
appropriate by Reclamation. 

(c) Application forms may not be 
required where Reclamation solicits 
competitive bids. 

§ 429.11 Where can I get the application 
forms? 

Both forms can be obtained from any 
Reclamation office or from our official 
internet Web site at http:// 
www.usbr.gov. These forms contain 
specific instructions for application 
submission and describe information 
that you must furnish. However, when 
you submit either form to your local 
Reclamation office for review, the form 
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must contain your original signature as 
the applicant. 

§ 429.12 Where do I file my application? 
File your completed and signed 

application, including the $100 
nonrefundable application fee, with the 
Reclamation office having jurisdiction 
over the land, facility, or waterbody 
associated with your request. 
Reclamation office locations may be 
found on http://www.usbr.gov, the 
official Reclamation internet Web site. 

§ 429.13 How long will the application 
review process take? 

(a) Reclamation will acknowledge in 
writing your completed and signed 
application and application fee within 
30 calendar days of receipt. Reclamation 
may request additional information 
needed to process your application, 
such as legal land descriptions and 
detailed construction specifications. 

(b) The processing time depends upon 
the complexity of your requested use, 
issues associated with it, and the need 
for additional information from you. 

(c) Should your requested use be 
denied at any time during the review 
process, Reclamation will notify you in 
writing of the basis for the denial. 

§ 429.14 What criteria will Reclamation 
consider when reviewing applications? 

Reclamation will consider the 
following criteria when reviewing 
applications: 

(a) Compatibility with authorized 
project purposes, project operations, 
safety, and security; 

(b) Environmental compliance; 
(c) Compatibility with public 

interests; 
(d) Conflicts with Federal policies and 

initiatives; 
(e) Public health and safety; 
(f) Availability of other reasonable 

alternatives; and 
(g) Best interests of the United States 

§ 429.15 Is Reclamation required to issue 
a use authorization? 

No. The issuance of a use 
authorization is at Reclamation’s 
discretion. At a minimum, the criteria 
listed at § 429.14 must be considered 
prior to issuance of any use 
authorizations. Not all requests will be 
authorized. If issued, Reclamation will 
provide only the least estate, right, or 
possessory interest needed to 
accommodate the approved use. 

Subpart D—Application Fees and 
Administrative Costs 

§ 429.16 How much is the application fee 
and when should it be paid? 

You must remit a nonrefundable 
application fee of $100 to cover costs 

associated with our initial review of 
your application, unless the payment is 
waived pursuant to subpart F of this 
part. This initial review will determine 
if your requested use is appropriate for 
consideration and not likely to interfere 
with Reclamation project purposes or 
operations. 

§ 429.17 When will Reclamation collect 
administrative costs? 

Reclamation will collect, in advance, 
its administrative costs for processing 
your application, except as provided 
under subpart F of this part. 

§ 429.18 When do I have to pay the 
administrative costs? 

(a) Following the initial review, you 
will be notified in writing whether your 
application appears to be appropriate 
for further processing. At that time, 
Reclamation will give you an initial 
estimate of administrative costs required 
to continue processing your application. 

(b) You must pay these initial, 
estimated administrative costs before 
Reclamation can continue to process 
your application, unless you are granted 
a waiver of administrative costs under 
subpart F of this part. If payment is not 
received within 90 days after the 
estimate is provided to you, 
Reclamation may close your file. If this 
occurs and you later wish to proceed, 
you must submit both a new application 
and another $100 nonrefundable 
application fee. 

§ 429.19 What happens if the initial 
estimate for administrative costs is 
insufficient? 

If the initial estimate to cover 
Reclamation’s administrative costs is 
found to be insufficient, Reclamation 
will notify you in writing of the 
additional amount needed. You must 
pay the amount requested before 
Reclamation will continue processing 
your application. 

§ 429.20 Can I get a detailed explanation of 
the administrative costs? 

Yes, you are entitled to receive an 
explanation of all administrative costs 
relevant to your specific application. 
You must request this information in 
writing from the Reclamation office 
where you submitted your application. 

§ 429.21 If I overpay Reclamation’s 
administrative costs, can I get a refund? 

If, in reviewing your application, 
Reclamation uses all the monies you 
have paid, you will not receive a refund 
regardless of whether you receive a use 
authorization. If the money collected 
from you exceeds administrative costs, 
a refund of the excess amount will be 

made to you consistent with 
Reclamation’s financial policies. 

§ 429.22 Can Reclamation charge me 
additional administrative costs after I 
receive a use authorization? 

(a) After you receive your use 
authorization, Reclamation may charge 
you for additional administrative costs 
incurred for activities such as: 

(1) Monitoring your authorized use 
over time to ensure compliance with the 
terms and conditions of your use 
authorization; and 

(2) Periodic analysis of your long-term 
use to adjust your use fee to reflect 
current conditions. 

(b) If your additional payment is not 
received by Reclamation within 90 days 
after notification to you in writing of the 
additional administrative costs, 
Reclamation may take action to 
terminate your use authorization. 

Subpart E—Use Fees 

§ 429.23 How does Reclamation determine 
use fees? 

The use fee is based on a valuation or 
by competitive bidding. Use fees may be 
adjusted as deemed appropriate by 
Reclamation to reflect current 
conditions, as provided in the use 
authorization. 

§ 429.24 When should I pay my use fee? 

(a) If Reclamation offers you a use 
authorization, you must pay the use fee 
in advance, unless you are granted a 
waiver under subpart F of this part. 

(b) Your use authorization will clearly 
state the use fee. Should periodic 
payments apply, your use authorization 
will also describe when you should pay 
those periodic use fees. 

§ 429.25 How long do I have to submit my 
payment for the use fee and accept the 
offered use authorization? 

You have 90 days to accept and return 
the use authorization and required fees, 
otherwise Reclamation may consider the 
offer to be rejected by you and your file 
may be closed. If this occurs and you 
later wish to proceed, you must submit 
a new application and another $100 
nonrefundable application fee. You may 
not commence your use of 
Reclamation’s land, facilities, or 
waterbodies until Reclamation has 
issued a use authorization to you. A use 
authorization will only be issued upon 
receipt by Reclamation of all required 
costs and fees, and the use authorization 
signed by you. 
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Subpart F—Reductions or Waivers of 
Application Fees, Administrative 
Costs, and Use Fees 

§ 429.26 When may Reclamation reduce or 
waive costs or fees? 

(a) As determined appropriate by 
Reclamation and approved and 

documented by the applicable Regional 
Director, Reclamation may waive the 
application fee, or waive or reduce 
charges for administrative costs or the 
use fee as indicated by a � in the 
following table: 

Situations where costs and fees may be reduced or waived Application fee Administrative 
costs Use fee 

(1) The use is a courtesy to a foreign government or if comparable fees are set on a 
reciprocal basis with a foreign government ................................................................. � � � 

(2) The use is so minor or short term that the cost of collecting fees is equal to or 
greater than the value of the use ................................................................................ � � � 

(3) The use will benefit the general public with no specific entity or group of bene-
ficiaries readily identifiable ........................................................................................... � � � 

(4) Applicant is a public entity or Indian tribe .................................................................. � � � 
(5) Applicant is a non-profit or educational entity and the use provides a general pub-

lic benefit ...................................................................................................................... � � � 
(6) Applicant is a rural electric association or municipal utility or cooperative ............... � � � 
(7) The use directly supports United States’ programs or projects ................................ � � � 
(8) The use secures a reciprocal land use of equal or greater value to the United 

States ........................................................................................................................... � � � 
(9) Applicant for a consent document is the underlying owner of the property subject 

to Reclamation’s easement .......................................................................................... � � (1) 
(10) The use is issued under competitive bidding .......................................................... � � (2) 

1 Not Applicable. 
2 Set by Bid. 

(b) When a statute, executive order, or 
court order authorizes the use and 
requires specific treatment of 
administrative cost recovery and 
collection of use fees associated with 
that use, that requirement will be 
followed by Reclamation. 

Subpart G—Terms and Conditions of 
Use Authorizations 

§ 429.27 What general information appears 
in use authorizations? 

Each use authorization will contain: 
(a) An adequate description of the 

land, facilities, or waterbodies where 
the use will occur; 

(b) A description of the specific use 
being authorized together with 
applicable restrictions or conditions that 
must be adhered to; 

(c) The conditions under which the 
use authorization may be renewed, 
terminated, amended, assigned or 
transferred, and/or have the use fee 
adjusted; and 

(d) Primary points of contact and 
other terms and conditions. 

§ 429.28 What terms and conditions apply 
to all use authorizations? 

(a) By accepting a use authorization 
under this part, you agree to comply 
with and be bound by the following 
terms and conditions during all 
construction, operation, maintenance, 
use, and termination activities: 

(1) The grantee agrees to indemnify 
the United States for, and hold the 
United States and all of its 

representatives harmless from, all 
damages resulting from suits, actions, or 
claims of any character brought on 
account of any injury to any person or 
property arising out of any act, 
omission, neglect, or misconduct in the 
manner or method of performing any 
construction, care, operation, 
maintenance, supervision, examination, 
inspection, or other activities of the 
grantee. 

(2) The United States, acting through 
Reclamation, Department of the Interior, 
reserves rights to construct, operate, and 
maintain public works now or hereafter 
authorized by the Congress without 
liability for severance or other damage 
to the grantee’s activities or facilities. 

(3) Reclamation may, at any time and 
at no cost or liability to the United 
States, unilaterally terminate the use 
authorization if Reclamation determines 
that: 

(i) The use has become incompatible 
with authorized project purposes or a 
higher public use is identified; 

(ii) Termination is necessary for 
operational needs of the project; or 

(iii) There has been a natural disaster, 
a national emergency, a need arising 
from security requirements, or an 
immediate and overriding threat to the 
public health and safety. 

(4) Reclamation may, at any time and 
at no cost or liability to the United 
States, unilaterally terminate any use 
authorization if Reclamation determines 
that the grantee has failed to use the use 
authorization for its intended purpose. 

Further, failure to construct or use for 
any continuous 2-year period may 
constitute a presumption of 
abandonment of the requested use and 
cause termination of the use 
authorization. 

(5) Reclamation may, at any time and 
at no cost or liability to the United 
States, unilaterally terminate any use 
authorization if the grantee fails to 
comply with all applicable Federal, 
State, and local laws, regulations, 
ordinances, or terms and conditions of 
any use authorization, or to obtain any 
required permits or authorizations 

(b) The Regional Director may, upon 
advice of the Solicitor, modify these 
terms and conditions with respect to the 
contents of the use authorization to 
meet local and special conditions. 

§ 429.29 What other terms and conditions 
may be included in my use authorization? 

Reclamation may include additional 
terms, conditions, or requirements that 
address environmental law compliance, 
the protection of cultural and natural 
resources, other interests of the United 
States, and local laws and regulations. 

§ 429.30 May use authorizations be 
transferred or assigned to others? 

Your use authorization may not be 
transferred or assigned to others without 
prior written approval of Reclamation, 
unless specifically provided for in your 
use authorization. Should you wish to 
transfer or assign your use authorization 
to another individual or entity, you 
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must contact the Reclamation office that 
issued your use authorization prior to 
taking such action. 

Subpart H—Prohibited and 
Unauthorized Uses of Reclamation 
Land, Facilities, and Waterbodies 

§ 429.31 What uses are prohibited on 
Reclamation land, facilities, and 
waterbodies? 

(a) Reclamation prohibits any use that 
would not comply with part 423 of this 
chapter. 

(b) Reclamation prohibits any use that 
would result in new private exclusive 
recreational or residential use of 
Reclamation land, facilities, or 
waterbodies. 

(1) Examples include, but are not 
limited to, the following: 

(i) Cabins, mobile homes, residences, 
outbuildings, and related structures, and 
associated landscaping, patios, decks, 
and porches; 

(ii) Boat houses, docks, moorings, 
piers, and launch ramps; 

(iii) Floating structures or buildings, 
including moored vessels used as 
residences or unauthorized business 
sites; 

(iv) Sites for such activities as 
hunting, fishing, camping, and 
picnicking (other than transitory uses 
allowed under part 423 of this chapter) 
that attempt to exclude general public 
access; and 

(v) Access to private land, facilities, or 
structures when other reasonable 
alternative access is available or can be 
obtained. 

(2) Buildings and structures used by 
concessionaires or managing partners to 
facilitate their operations or that are 
made available by them for the general, 
non-exclusive use of the public are not 
prohibited. Examples include, but are 
not limited to the following: 

(i) Boat docks available for short-term 
use by the public; 

(ii) Marina slips available for rent by 
the public; 

(iii) Publicly available boat ramps; 
(iv) Houseboats available for short- 

term rent by the public; 
(v) Stores and restaurants; 
(vi) Employee housing; and 
(vii) Rental cabins, hotels, 

campgrounds, and other short-term 
lodging facilities. 

§ 429.32 How will Reclamation address 
currently authorized existing private 
exclusive recreational or residential uses? 

(a) The administration and potential 
renewal of use authorizations, existing 
as of January 1, 2008, for private 
exclusive recreational or residential 
uses of Reclamation land, facilities, and 
waterbodies, as defined in this part, will 

be administered in accordance with the 
following requirements. Renewal 
requests may only be approved when all 
criteria are met. 

(1) Compatibility with authorized 
project purposes, project operations, 
safety, and security; 

(2) Compatibility with public needs; 
(3) Environmental compliance; 
(4) Public health and safety; and 
(5) Current in financial obligations to 

Reclamation. 
(b) Reclamation will review all 

existing private exclusive recreational or 
residential uses for compliance with the 
required criteria at least once every 5 
years. Reclamation will provide the 
holder of the use authorization with a 
written report of the results of the 
compliance review. The report will state 
whether the existing use meets the 
required criteria listed in this section 
and will list any deficiencies that can be 
corrected. A minimum of 90 days will 
be provided to make corrections 
identified in the report. Failure to 
correct the deficiencies within the time 
provided in the report will result in 
termination of the use authorization. 

(c) A determination by Reclamation 
that existing private exclusive 
recreational or residential uses are not 
compatible with public needs, made 
under paragraph (a)(2) of this section, 
will only be finalized through a public 
process involving one or more public 
meetings. Examples of such public 
processes include resource management 
plan development, recreation demand 
analysis studies, and project feasibility 
studies. Determinations that existing 
private exclusive recreational or 
residential uses are not compatible with 
public needs will be published in the 
Federal Register. If a determination of 
incompatibility with public needs is 
made, affected use authorizations may 
be extended up to 5 years from the date 
of publication in the Federal Register if 
the Regional Director determines that 
such extension is necessary to the fair 
and efficient administration of this part. 

(d) In addition to the periodic reviews 
described above, Reclamation will 
review the existing private exclusive 
recreational or residential uses for 
compliance with the required criteria at 
least 6 months prior to the expiration 
date of the existing use authorization. 
Reclamation will provide the holder of 
the use authorization with a written 
report of the results of the compliance 
review results. The report will state 
whether the existing use meets the 
required criteria under this section as 
applicable and will list any deficiencies 
that must be corrected prior to a renewal 
of the use authorization. A minimum of 
90 days will be provided prior to the 

expiration of the permit to make 
corrections identified in the report. 

(e) Any renewal of use authorizations 
for existing private exclusive 
recreational or residential uses of 
Reclamation land, facilities, and 
waterbodies will not exceed 20 year 
terms. Any such renewals will be 
subject to the periodic reviews 
described in subsection (b), and these 
reviews could potentially result in the 
termination of the use agreement prior 
to the end of the term of years. 

(f) Upon non-renewal or termination 
of a use authorization for an existing 
private exclusive recreational or 
residential use of Reclamation land, 
facilities, and waterbodies, the grantee 
will remove any improvements from the 
site within 90 days from the date of 
termination or non-renewal of the use 
authorization. The grantee will return 
the property as near as possible to its 
original undisturbed condition. Any 
property not removed within 90 days 
may be removed by Reclamation at the 
expense of the prior grantee. 

(g) Renewal decisions of use 
authorizations for existing private 
exclusive recreational or residential 
uses located on Reclamation land, 
facilities, and waterbodies will be made 
by the Regional Director. 

(h) Requests for the renewal, transfer, 
extension, or reissuance of use 
authorizations for private exclusive 
recreational or residential uses that 
expired prior to the effective date of this 
part or are subsequently not renewed or 
terminated under the procedures of this 
section will be considered requests for 
uses prohibited under § 429.31 and will 
not be approved. Conversely, requests 
for the renewal, transfer, extension, or 
reissuance of use authorizations for 
private exclusive recreational or 
residential uses that were in existence 
on the effective date of these regulations 
and that are in compliance with all 
requirements of the applicable use 
authorization at the time a request is 
made will not be considered requests for 
uses prohibited under § 429.31, with 
transfers and assignments of such use 
authorizations being subject to the 
requirements of § 429.30. 

(i) Unauthorized existing private 
exclusive recreational or residential 
uses will be administered under 
§§ 429.31 and 429.33 and part 423 of 
this chapter. 

§ 429.33 What are the consequences for 
using Reclamation land, facilities, and 
waterbodies without authorization? 

(a) Unauthorized use of Reclamation 
land, facilities, or waterbodies is a 
trespass against the United States. You 
may be subject to legal action including 
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criminal prosecution if your actions 
violate part 423 of this chapter. A 
criminal conviction could result in a 
fine and/or imprisonment for up to 6 
months in accordance with 43 U.S.C. 
373b(b). 

(b) Reclamation may seek to collect 
the following: 

(1) All administrative costs incurred 
by Reclamation in resolving the 
unauthorized use; 

(2) All costs of removing structures, 
materials, improvements, or any other 
real or personal property; 

(3) All costs of rehabilitation of the 
land, facilities, or waterbodies as 
required by Reclamation. 

(4) The use fee that would have 
applied had your use been authorized 
from the date your unauthorized use 
began; 

(5) Interest accrued on the use fee 
from the date your unauthorized use 
began as specified in paragraph (b)(4) of 
this section; and 

(6) The interest charge rate shall be 
the greater of either the rate prescribed 
quarterly in the Federal Register by the 
Department of the Treasury for 
application to overdue payments or the 
interest rate of 0.5 percent per month. 
The interest charge rate will be 
determined as of the due date and 
remain fixed for the duration of the 
delinquent period. 

(c) As an unauthorized user, you will 
receive a written notice in which 
Reclamation will outline the steps you 
need to perform to cease your 
unauthorized use. 

(d) If appropriate, you will receive a 
final determination letter detailing the 
applicable costs and fees, as set forth 
under paragraph (b) of this section, 
which must be paid to Reclamation for 
your unauthorized use. Payment must 
be made within 30 days of receipt of 
this letter unless Reclamation extends 
this deadline in writing. Failure to make 

timely payment may result in 
administrative or legal action being 
taken against you. 

(e) Reclamation may determine that 
issuing a use authorization to you for an 
existing unauthorized use is not 
appropriate; and may deny future use 
applications by you because of this 
behavior. As noted at § 429.15, use 
authorizations are always issued at 
Reclamation’s discretion. 

(f) If, however, your unauthorized use 
is deemed by Reclamation to be an 
unintentional mistake, consideration 
may be given to issuing a use 
authorization provided that you qualify 
and meet the criteria at § 429.14; and, in 
addition to the normal costs, you agree 
to pay the following: 

(1) The use fee that would have been 
owed from the date your unauthorized 
use began; and 

(2) Interest accrued on the use fee 
from the date your unauthorized use 
began as specified in paragraph (f)(1) of 
this section. 

(g) Under no circumstances will your 
unauthorized use or payment of monies 
to the United States in association with 
an unauthorized use either: 

(1) Create any legal interest or color of 
title against the United States; or 

(2) Establish any right or preference to 
continue the unauthorized use. 

Subpart I—Decisions and Appeals 

§ 429.34 Who is the decisionmaker for 
Reclamation’s final determinations? 

(a) The appropriate Reclamation 
Regional Director, or the Regional 
Director’s designee, makes any final 
determinations associated with actions 
taken under this rule and will send that 
final determination in writing to you by 
mail. 

(b) The Regional Director’s final 
determination will take effect upon the 
date of the determination letter. 

§ 429.35 May I appeal Reclamation’s final 
determination? 

(a) Yes, if you are directly affected by 
such a determination, you may appeal 
in writing to the Commissioner within 
30 calendar days after the date of the 
Regional Director’s determination letter. 

(b) You have an additional 30 
calendar days after the postmark of your 
written appeal to the Commissioner 
within which to submit any additional 
supporting information. 

(c) The Regional Director’s 
determination will remain in effect until 
the Commissioner has reviewed your 
appeal and provided you with that 
decision, unless you specifically request 
a stay and a stay is granted by the 
Commissioner. 

§ 429.36 May I appeal the Commissioner’s 
decision? 

(a) Yes, you may appeal the 
Commissioner’s decision by writing to 
the Director, Office of Hearing and 
Appeals (OHA), U.S. Department of the 
Interior, 801 North Quincy Street, 
Arlington, Virginia 22203. 

(b) For an appeal to be timely, OHA 
must receive your appeal within 30 
calendar days from the date of the 
Commissioner’s decision. Rules that 
govern appeals to the OHA are found at 
part 4, subpart G, of this title. 

§ 429.37 Does interest accrue on monies 
owed to the United States during my appeal 
process? 

Interest on any nonpayment or 
underpayment, as provided in 
§ 429.33(b), continues to accrue during 
an appeal of a Regional Director’s final 
determination, an appeal of the 
Commissioner’s decision to OHA, or 
during judicial review of final agency 
action. 

[FR Doc. E8–16496 Filed 7–17–08; 8:45 am] 
BILLING CODE 4310–MN–P 
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42255 

Federal Register 

Vol. 73, No. 139 

Friday, July 18, 2008 

Title 3— 

The President 

Notice of July 16, 2008 

Continuation of the National Emergency With Respect to the 
Former Liberian Regime of Charles Taylor 

On July 22, 2004, by Executive Order 13348, I declared a national emergency 
and ordered related measures, including the blocking of the property of 
certain persons connected to the former Liberian regime of Charles Taylor, 
pursuant to the International Emergency Economic Powers Act (50 U.S.C. 
1701–1706). I took this action to deal with the unusual and extraordinary 
threat to the foreign policy of the United States constituted by the actions 
and policies of former Liberian President Charles Taylor and other persons, 
in particular their unlawful depletion of Liberian resources and their removal 
from Liberia and secreting of Liberian funds and property, which have 
undermined Liberia’s transition to democracy and the orderly development 
of its political, administrative, and economic institutions and resources. 
I further noted that the Comprehensive Peace Agreement signed on August 
18, 2003, and the related cease-fire had not yet been universally implemented 
throughout Liberia, and that the illicit trade in round logs and timber products 
was linked to the proliferation of and trafficking in illegal arms, which 
perpetuated the Liberian conflict and fueled and exacerbated other conflicts 
throughout West Africa. 

The actions and policies of Charles Taylor and others have left a legacy 
of destruction that continues to undermine Liberia’s transformation and 
recovery. Because the actions and policies of these persons continue to 
pose an unusual and extraordinary threat to the foreign policy of the United 
States, the national emergency declared on July 22, 2004, and the measures 
adopted on that date to deal with that emergency, must continue in effect 
beyond July 22, 2008. Therefore, in accordance with section 202(d) of the 
National Emergencies Act (50 U.S.C. 1622(d)), I am continuing for 1 year 
the national emergency declared in Executive Order 13348. 
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This notice shall be published in the Federal Register and transmitted 
to the Congress. 

THE WHITE HOUSE, 
July 16, 2008. 

[FR Doc. 08–1452 

Filed 7–17–08; 9:27 am] 

Billing code 3195–W8–P 

VerDate Aug<31>2005 18:13 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00004 Fmt 4705 Sfmt 4790 E:\FR\FM\18JYD0.SGM 18JYD0 G
W

B
O

LD
.E

P
S

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
P

R
O

D
1P

C
66

 w
ith

 F
E

D
R

E
G

D
0



i 

Reader Aids Federal Register 

Vol. 73, No. 139 

Friday, July 18, 2008 

CUSTOMER SERVICE AND INFORMATION 

Federal Register/Code of Federal Regulations 
General Information, indexes and other finding 

aids 
202–741–6000 

Laws 741–6000 

Presidential Documents 
Executive orders and proclamations 741–6000 
The United States Government Manual 741–6000 

Other Services 
Electronic and on-line services (voice) 741–6020 
Privacy Act Compilation 741–6064 
Public Laws Update Service (numbers, dates, etc.) 741–6043 
TTY for the deaf-and-hard-of-hearing 741–6086 

ELECTRONIC RESEARCH 

World Wide Web 

Full text of the daily Federal Register, CFR and other publications 
is located at: http://www.gpoaccess.gov/nara/index.html 

Federal Register information and research tools, including Public 
Inspection List, indexes, and links to GPO Access are located at: 
http://www.archives.gov/federallregister 

E-mail 

FEDREGTOC-L (Federal Register Table of Contents LISTSERV) is 
an open e-mail service that provides subscribers with a digital 
form of the Federal Register Table of Contents. The digital form 
of the Federal Register Table of Contents includes HTML and 
PDF links to the full text of each document. 

To join or leave, go to http://listserv.access.gpo.gov and select 
Online mailing list archives, FEDREGTOC-L, Join or leave the list 
(or change settings); then follow the instructions. 

PENS (Public Law Electronic Notification Service) is an e-mail 
service that notifies subscribers of recently enacted laws. 

To subscribe, go to http://listserv.gsa.gov/archives/publaws-l.html 
and select Join or leave the list (or change settings); then follow 
the instructions. 

FEDREGTOC-L and PENS are mailing lists only. We cannot 
respond to specific inquiries. 

Reference questions. Send questions and comments about the 
Federal Register system to: fedreg.info@nara.gov 

The Federal Register staff cannot interpret specific documents or 
regulations. 

FEDERAL REGISTER PAGES AND DATE, JULY 

37351–37774......................... 1 
37775–38108......................... 2 
38109–38306......................... 3 
38307–38882......................... 7 
38883–39212......................... 8 
39213–39568......................... 9 
39569–39856.........................10 
39857–40166.........................11 
40167–40452.........................14 
40453–40714.........................15 
40715–40938.........................16 
40939–41234.........................17 
41235–42256.........................18 

CFR PARTS AFFECTED DURING JULY 

At the end of each month, the Office of the Federal Register 
publishes separately a List of CFR Sections Affected (LSA), which 
lists parts and sections affected by documents published since 
the revision date of each title. 

3 CFR 

Proclamations: 
8272.................................38297 
(Proc. 7912 of 6/29/ 

2005 See: Proc. 
8272) ............................38297 

(Proc. 8213 of 12/20/ 
2007 See: Proc. 
8272) ............................38297 

(Proc. 8240 of 4/17/ 
2008 See: Proc. 
8272) ............................38297 

8273.................................41233 
Executive Orders: 
13467...............................38103 
EO 10450 of 4/27/1953 

(see: EO 13467) ..........38103 
EO 10577 of 11/23/ 

1954 (see: EO 
13467) ..........................38103 

EO 10865 of 2/20/1960 
(see: EO 13467) ..........38103 

EO 12171 of 11/19/ 
1979 (Amended by: 
EO 13467)....................38103 

EO 12333 of 12/4/1981 
(see: EO 13467) ..........38103 

EO 12829 of 1/6/1993 
(see: EO 13467) ..........38103 

EO 12958 of 4/17/1995 
(see: EO 13467) ..........38103 

EO 12968 of 8/2/1995 
(Amended by: EO 
13467) ..........................38103 

EO 13381 of 6/27/2005 
(Revoked by: EO 
13467) ..........................38103 

Administrative Orders: 
Memorandums: 
Memorandum of June 

26, 2008 .......................37351 
Notices: 
Notice of July 16, 2008 

(See: EO 13348 of 
7/22/04) ........................41255 

5 CFR 

532...................................39213 
930...................................41235 

7 CFR 

301...................................37775 
989...................................38307 
1216.................................39214 
Proposed Rules: 
205.......................40194, 40197 
253...................................38155 
983...................................41298 
989...................................41302 

9 CFR 

390...................................40939 

Proposed Rules: 
71.....................................38343 
94.....................................37892 

10 CFR 

Proposed Rules: 
71.....................................40767 
430...................................38159 
431...................................40770 

12 CFR 

229...................................41236 
575...................................39216 
360.......................41170, 41180 
1750.................................40658 

13 CFR 

121...................................41237 
123...................................41237 

14 CFR 

39 ...........37353, 37355, 37358, 
37775, 37778, 37781, 37783, 
37786, 37789, 37791, 37793, 
37795, 38311, 38883, 38885, 
38887, 38889, 38891, 38893, 
38895, 38898, 38900, 38905, 
39569, 39570, 39572, 39574, 
39577, 39579, 39580, 39583, 
40715, 40948, 40951, 40953, 
40955, 40958, 40960, 40962 

71 ...........37797, 38109, 38313, 
38314, 39220, 39221, 40719, 
40720, 40721, 41254, 41255 

97 ............37360, 40167, 40169 
Proposed Rules: 
39 ...........37898, 37900, 37903, 

38160, 38346, 38933, 38935, 
38937, 39627, 39628, 41305 

71.....................................37905 

15 CFR 

336...................................39585 
745...................................38908 
774...................................38908 
902...................................39587 

16 CFR 

305...................................39221 
306...................................40154 
Proposed Rules: 
305...................................40988 

17 CFR 

30.....................................39226 
200...................................40144 
210...................................38094 
228...................................38094 
229...................................38094 
241...................................40144 
249...................................38094 
Proposed Rules: 
210...................................39526 

VerDate Aug 31 2005 19:42 Jul 17, 2008 Jkt 214001 PO 00000 Frm 00001 Fmt 4712 Sfmt 4712 E:\FR\FM\18JYCU.LOC 18JYCUhs
ro

bi
ns

on
 o

n 
P

R
O

D
1P

C
76

 w
ith

 P
R

O
P

O
S

A
LS

3



ii Federal Register / Vol. 73, No. 139 / Friday, July 18, 2008 / Reader Aids 

229.......................39526, 40106 
230.......................37752, 40106 
239...................................40106 
240 .........37752, 39182, 40088, 

40106 
242.......................40088, 40201 
249.......................39526, 40088 
270...................................40124 
275...................................40124 

18 CFR 

37.....................................39092 

19 CFR 

0.......................................40722 
7.......................................40722 
12.....................................40722 
18.....................................40722 
24.....................................40722 
101...................................40722 
103...................................40722 
115...................................40722 
123...................................40722 
134...................................40722 
141...................................40722 
177...................................40722 
181...................................40722 
201...................................38316 
210...................................38316 
Proposed Rules: 
207...................................40992 

20 CFR 

404...................................40965 
Proposed Rules: 
404...................................40997 
416...................................40997 

21 CFR 

210...................................40453 
312...................................39588 
314...................................39588 
530...................................38110 
600...................................39588 
601...................................39588 
892...................................40967 
1310.................................39611 
Proposed Rules: 
1300.................................40451 
1304.................................40451 
1306.................................40451 
1311.................................40451 

22 CFR 

7.......................................41256 
50.....................................41256 
122...................................41258 
Proposed Rules: 
304...................................39270 

25 CFR 

11.....................................39857 
Proposed Rules: 
293...................................37907 

26 CFR 

1 .............37362, 37797, 38113, 
38910, 39227, 39614, 40171, 

40727, 41259 
20.....................................40173 
25.....................................37362 
26.....................................37362 
31.....................................37371 
53.....................................37362 
55.....................................37362 

156...................................37362 
157...................................37362 
301 .........37362, 37804, 38915, 

40738, 40739 
602.......................37371, 39227 
Proposed Rules: 
1 .............37389, 37910, 38162, 

38940, 39270, 39630, 40792, 
40793, 40914, 40999 

20.....................................40914 
25.....................................40914 
26.........................37910, 40914 
31.....................................40914 
40.....................................40914 
41.....................................40914 
44.....................................40914 
53.....................................40914 
54.........................40793, 40914 
55.....................................40914 
56.....................................40914 
156...................................40914 
157...................................40914 
301 .........37910, 40471, 40799, 

40914 

27 CFR 

7.......................................41259 
16.....................................41259 
25.....................................41259 
Proposed Rules: 
9.......................................40474 

28 CFR 

0.......................................40463 
524...................................39863 
545...................................39864 
Proposed Rules: 
32.....................................39632 

29 CFR 

1615.................................39866 
4003.................................38117 
4022.................................40464 
4044.................................40464 
Proposed Rules: 
4001.................................37390 
4022.................................37390 
4044.................................37390 

30 CFR 

938...................................38918 
Proposed Rules: 
250...................................39376 
285...................................39376 
290...................................39376 
948...................................38941 

31 CFR 

Ch. V................................37536 

32 CFR 

706...................................38921 
Proposed Rules: 
199...................................38348 
726...................................38350 

33 CFR 

100 ..........39233, 39235, 41261 
105...................................40739 
110.......................38922, 38924 
117.......................37806, 37809 
165 .........37809, 37810, 37813, 

37815, 37818, 37820, 37822, 
37824, 37827, 37829, 37833, 
37835, 38120, 39868, 40740, 

40742 
334...................................41264 
Proposed Rules: 
110...................................40800 
165...................................38951 

34 CFR 

Proposed Rules: 
674...................................37694 
682...................................37694 
685...................................37694 

36 CFR 

242...................................40179 
Proposed Rules: 
2.......................................39272 
7.......................................38954 
262...................................41003 
1190.................................40802 
1191.................................40802 
1195.....................38352, 38353 

37 CFR 

201...................................37838 
202...................................37838 
203...................................37838 
204...................................37838 
205...................................37838 
211...................................37838 
Proposed Rules: 
1.......................................38027 
201.......................40203, 40807 
255...................................40807 

38 CFR 

3.......................................40465 
19.....................................40745 
20.....................................40745 
Proposed Rules: 
21.....................................37402 

39 CFR 

3020.................................41265 
Proposed Rules: 
111.......................39272, 39273 

40 CFR 

50.....................................39235 
51.....................................39235 
52 ...........37840, 37841, 37843, 

37844, 38122, 38124, 38328, 
39237, 40748, 40750, 40752, 
40754, 40970, 40972, 41268, 
41271, 41272, 41274, 41275, 

41277 
53.....................................39235 
58.....................................39235 
62.....................................38925 
63 ............37728, 39871, 40977 
81.....................................38124 
86.....................................38293 
174 ..........37846, 40756, 40760 
180 .........37850, 37852, 39240, 

39247, 39251, 39256, 39261, 
39264, 41283 

261...................................37858 
266...................................37858 
300...................................40467 
Proposed Rules: 
52 ...........38163, 38353, 39275, 

39897, 39900, 39911, 40203, 
40228, 40813, 41007 

55.....................................38356 
59.....................................40230 
62.....................................38954 

81.....................................40813 
271...................................40263 

42 CFR 

1008.................................40982 
Proposed Rules: 
405...................................38502 
409...................................38502 
410.......................38502, 41416 
411...................................38502 
414...................................38502 
415...................................38502 
419...................................41416 
424...................................38502 
485...................................38502 
486...................................38502 

43 CFR 

Proposed Rules: 
415...................................40916 
429...................................42236 

44 CFR 

65.....................................40180 
67.....................................38132 
64.....................................40468 
Proposed Rules: 
67.....................................40266 

47 CFR 

1...........................37861, 37869 
32.....................................37882 
36.....................................37882 
43.........................37861, 37869 
52.....................................41286 
54.....................................37882 
64 ............38928, 40183, 41286 
73 ...........38138, 38139, 38331, 

39269, 39623, 40186 
Proposed Rules: 
1.......................................37911 
27.........................38955, 40271 
43.....................................37911 
52.....................................41307 
64.....................................41307 
73 ............38361, 40272, 40273 
74.....................................40271 
78.....................................40271 
90.....................................40274 
101...................................40271 

48 CFR 

Proposed Rules: 
516...................................39275 
552...................................39275 

49 CFR 

172...................................40914 
262...................................39875 
571...................................38331 
594...................................39890 
Proposed Rules: 
171...................................38361 
173.......................38164, 38361 
177...................................38164 
178...................................38361 
214...................................41214 
523...................................37922 
531...................................37922 
533...................................37922 
534...................................37922 
536...................................37922 
537...................................37922 
541...................................40276 
571...................................38372 
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50 CFR 

17.........................39506, 39790 
23.....................................40983 
100...................................40179 
600...................................40658 

622...................................38139 
635.......................38144, 40658 
648 .........37382, 38340, 39587, 

39624, 40186, 40986 
665...................................41296 
679 .........38931, 39626, 40193, 

40764, 40765, 40766 
Proposed Rules: 
17 ............38956, 39639, 41007 
23.....................................41022 
27.....................................39272 
216...................................39915 

300...................................39915 
404...................................38375 
622.......................38387, 40824 
648...................................39643 
660.......................39625, 39930 
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REMINDERS 
The items in this list were 
editorially compiled as an aid 
to Federal Register users. 
Inclusion or exclusion from 
this list has no legal 
significance. 

RULES GOING INTO 
EFFECT JULY 18, 2008 

ENVIRONMENTAL 
PROTECTION AGENCY 
Tolerance Exemption: 

Oxirane, 2-methyl-, polymer 
with oxirane, mono [2-[2- 
(2-) butoxymethylethoxy) 
methylethoxyl] ether; 
published 7-18-08 

HOMELAND SECURITY 
DEPARTMENT 
Coast Guard 
Regattas and Marine Parades: 

Great Lakes Annual Marine 
Events; published 7-18-08 

PERSONNEL MANAGEMENT 
OFFICE 
Programs for Specific 

Positions and Examinations 
(Miscellaneous); published 
7-18-08 

POSTAL REGULATORY 
COMMISSION 
Administrative Practice and 

Procedure; Postal Service; 
published 7-18-08 

STATE DEPARTMENT 
Board of Appellate Review; 

Review of Loss of 
Nationality; published 7-18- 
08 

International Traffic in Arms 
Regulations; Renewal of 
Registration; published 7-18- 
08 

TRANSPORTATION 
DEPARTMENT 
Federal Aviation 
Administration 
Airworthiness Directives: 

Sandel Avionics 
Incorporated Model 
ST3400 Terrain 
Awareness Warning 
System/Radio Magnetic 
Indicator Units; published 
6-13-08 

Amendment of Class E 
Airspace: 
Black River Falls, WI; 

published 7-18-08 
Lexington, OK; published 7- 

18-08 
TREASURY DEPARTMENT 
Internal Revenue Service 
Source Rules Involving U.S. 

Possessions and Other 
Conforming Changes; 
Correction; published 7-18- 
08 

RULES GOING INTO 
EFFECT JULY 19, 2008 

FEDERAL RESERVE 
SYSTEM 
Availability of Funds and 

Collection of Checks; 
published 5-16-08 

HOMELAND SECURITY 
DEPARTMENT 
Coast Guard 
Safety Zones: 

31st Annual Virginia Lakes 
Festival Fireworks Event, 
John H. Kerr Lake, 
Clarksville, VA; published 
6-25-08 

Red Bull Flugtag, Seddon 
Channel Turning Basin, 
Tampa, FL; published 6- 
26-08 

COMMENTS DUE NEXT 
WEEK 

AGRICULTURE 
DEPARTMENT 
Animal and Plant Health 
Inspection Service 
Risk Analysis Evaluating the 

Foot-and-Mouth Disease 
Status of Surrey County, 
England; comments due by 
7-22-08; published 5-23-08 
[FR E8-11659] 

AGRICULTURE 
DEPARTMENT 
Natural Resources 
Conservation Service 
Regulations for Complying 

with the National 
Environmental Policy Act; 
comments due by 7-25-08; 
published 6-25-08 [FR E8- 
14122] 

COMMERCE DEPARTMENT 
National Oceanic and 
Atmospheric Administration 
Application for Exempted 

Fishing Permits: 
General Provisions for 

Domestic Fisheries; 
comments due by 7-23- 
08; published 7-8-08 [FR 
E8-15375] 

Fisheries in the Western 
Pacific: 
Precious Corals Fisheries; 

Black Coral Quota and 
Gold Coral Moratorium; 
comments due by 7-22- 
08; published 5-23-08 [FR 
E8-11536] 

Fisheries of the Exclusive 
Economic Zone Off Alaska: 
Bering Sea and Aleutian 

Islands Crab 
Rationalization Program; 
comments due by 7-21- 

08; published 6-20-08 [FR 
E8-14012] 

Taking and Importing 
Mammals: 
U.S. Navy Training in the 

Hawaii Range Complex; 
comments due by 7-23- 
08; published 6-23-08 [FR 
08-01371] 

ENERGY DEPARTMENT 
Federal Energy Regulatory 
Commission 
Ex Parte Contacts and 

Separation of Functions; 
comments due by 7-21-08; 
published 5-21-08 [FR E8- 
11326] 

ENVIRONMENTAL 
PROTECTION AGENCY 
Approval and Promulgation of 

Implementation Plans: State 
of Missouri; comments due 
by 7-21-08; published 6-20- 
08 [FR E8-13838] 

Approval and Promulgation of 
Implementation Plans; State 
of Missouri; comments due 
by 7-21-08; published 6-20- 
08 [FR E8-13755] 

Environmental Statements; 
Notice of Intent: 
Coastal Nonpoint Pollution 

Control Programs; States 
and Territories— 
Florida and South 

Carolina; Open for 
comments until further 
notice; published 2-11- 
08 [FR 08-00596] 

Exhaust Emission Standards 
for 2012 and Later Model 
Year Snowmobiles; 
comments due by 7-25-08; 
published 6-25-08 [FR E8- 
14411] 

National Ambient Air Quality 
Standards for Lead; 
comments due by 7-21-08; 
published 5-20-08 [FR E8- 
10808] 

Proposed Tolerance Actions: 
Benfluralin, Carbaryl, 

Diazinon, etc.; comments 
due by 7-21-08; published 
5-21-08 [FR E8-11420] 

FEDERAL 
COMMUNICATIONS 
COMMISSION 
Service Rules for Advanced 

Wireless Services in 1915- 
1920 MHz Bands; 
comments due by 7-25-08; 
published 7-14-08 [FR E8- 
16032] 

FEDERAL DEPOSIT 
INSURANCE CORPORATION 
Agency Information Collection 

Activities; Proposals, 
Submissions, and Approvals; 
comments due by 7-21-08; 
published 6-19-08 [FR E8- 
13849] 

Financial Education Programs 
that Include the Provision of 
Bank Products and 
Services; comments due by 
7-23-08; published 6-23-08 
[FR E8-14076] 

HEALTH AND HUMAN 
SERVICES DEPARTMENT 
Centers for Medicare & 
Medicaid Services 
Medicare Program: 

Changes for Long-Term 
Care Hospitals Required 
by Certain Provisions of 
the Medicare, Medicaid, 
SCHIP Extension Act of 
2007: 
3-Year Moratorium on the 

Establishment of New 
Long-Term Care 
Hospitals and Long- 
Term Care Hospital 
Satellite Facilities etc.; 
comments due by 7-21- 
08; published 5-22-08 
[FR 08-01285] 

HEALTH AND HUMAN 
SERVICES DEPARTMENT 
State Long-Term Care 

Partnership Program: 
Reporting Requirements for 
Insurers; comments due by 
7-22-08; published 5-23-08 
[FR E8-11559] 

HOMELAND SECURITY 
DEPARTMENT 
Coast Guard 
Implementation of Vessel 

Security Officer Training 
Certification Requirements: 
International Convention on 

Standards of Training, 
Certification and 
Watchkeeping; comments 
due by 7-21-08; published 
5-20-08 [FR E8-11225] 

HOMELAND SECURITY 
DEPARTMENT 
Privacy Act; Systems of 

Records; comments due by 
7-21-08; published 6-10-08 
[FR E8-12785] 

HOUSING AND URBAN 
DEVELOPMENT 
DEPARTMENT 
Revisions to the Hospital 

Mortgage Insurance 
Program: 
Technical and Clarifying 

Amendments; comments 
due by 7-25-08; published 
6-25-08 [FR E8-14131] 

INTERIOR DEPARTMENT 
Surface Mining Reclamation 
and Enforcement Office 
Utah Regulatory Program; 

comments due by 7-24-08; 
published 6-24-08 [FR E8- 
14267] 

POSTAL SERVICE 
Waiver of Signature Delivery 

Process; comments due by 
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7-24-08; published 7-9-08 
[FR E8-15212] 

TRANSPORTATION 
DEPARTMENT 
Federal Aviation 
Administration 
Airworthiness Directives: 

Airbus Model A318, A319, 
A320, and A321 Series 
Airplanes; comments due 
by 7-24-08; published 6- 
24-08 [FR E8-14184] 

Airbus Model A330-200, 
A330-300, and A340-300 
Series Airplanes; 
comments due by 7-24- 
08; published 6-24-08 [FR 
E8-14186] 

Airbus Model A330 and 
A340 Airplanes; 
comments due by 7-21- 
08; published 6-26-08 [FR 
E8-14480] 

BAE Systems (Operations) 
Limited (Jetstream) Model 
4101 Airplanes; comments 
due by 7-21-08; published 
6-20-08 [FR E8-13919] 

Boeing Model 737-600, 
-700, -700C, -800, -900, 
and -900ER Series 
Airplanes; comments due 
by 7-21-08; published 6-6- 
08 [FR E8-12685] 

Boeing Model 737-300, 
-400, and -500 Series 
Airplanes; comments due 
by 7-21-08; published 6-6- 
08 [FR E8-12752] 

Boeing Model 737 600, 700, 
800, and 900 Series 
Airplanes; comments due 
by 7-24-08; published 6-9- 
08 [FR E8-12829] 

Boeing Model 747-100, 747- 
100B, 747-200B, 747- 
200C, 747-200F, 747-300, 
747SR, and 747SP Series 
Airplanes; comments due 
by 7-21-08; published 5- 
20-08 [FR E8-11330] 

Boeing Model 747-400, 
-400D, and -400F Series 
Airplanes; comments due 
by 7-21-08; published 6-6- 
08 [FR E8-12725] 

Boeing Model 747-100, 747- 
100B, 747-100B SUD, 
747-200B, 747-200C, etc. 
Series Airplanes; 
comments due by 7-21- 

08; published 6-6-08 [FR 
E8-12692] 

Boeing Model 747 
Airplanes; comments due 
by 7-21-08; published 6-6- 
08 [FR E8-12712] 

Boeing Model 757 
Airplanes; comments due 
by 7-21-08; published 6-6- 
08 [FR E8-12749] 

Boeing Model 767 
Airplanes; comments due 
by 7-21-08; published 6-6- 
08 [FR E8-12684] 

Boeing Model 777 
Airplanes; comments due 
by 7-21-08; published 6-6- 
08 [FR E8-12691] 

Bombardier Model CL 600 
2B19 (Regional Jet Series 
100 & 440) Airplanes; 
comments due by 7-21- 
08; published 6-20-08 [FR 
E8-13922] 

Bombardier Model DHC 8 
400 Series Airplanes; 
comments due by 7-21- 
08; published 6-26-08 [FR 
E8-14482] 

Dassault Model Falcon 7X 
Airplanes; comments due 
by 7-21-08; published 6- 
19-08 [FR E8-13712] 

Diamond Aircraft Industries 
GmbH Model DA 42 
Airplanes; comments due 
by 7-23-08; published 6- 
23-08 [FR E8-14078] 

Empresa Brasileira de 
Aeronautica S.A. 
(EMBRAER) Model EMB 
135 Airplanes, and Model 
EMB 145, 145ER, 
145MR, 145LR, 145XR, 
145MP, and 145EP 
Airplanes; comments due 
by 7-21-08; published 6- 
20-08 [FR E8-13923] 

Empresa Brasileira de 
Aeronautica S.A. 
(EMBRAER) Model ERJ 
170 and ERJ 190 
Airplanes; comments due 
by 7-21-08; published 6- 
26-08 [FR E8-14476] 

Empresa Brasileira de 
Aeronautica S.A. 
(EMBRAER) Model ERJ 
190 Airplanes; comments 
due by 7-24-08; published 
6-24-08 [FR E8-14187] 

Pratt & Whitney Canada 
PW206A, PW206B, 

PW206B2, PW206C, 
PW206E, PW207C, 
PW207D, and PW207E 
Turboshaft Engines; 
comments due by 7-25- 
08; published 6-25-08 [FR 
E8-14320] 

Turbomeca S.A. Models 
Arriel 1E2, 1S, and 1S1 
Turboshaft Engines; 
comments due by 7-25- 
08; published 6-25-08 [FR 
E8-14321] 

Congestion Management Rule 
for John F. Kennedy 
International Airport and 
Newark Liberty International 
Airport; comments due by 7- 
21-08; published 5-21-08 
[FR 08-01271] 

Petitions for Exemption; 
Summary of Petitions 
Received; comments due by 
7-21-08; published 7-9-08 
[FR E8-15481] 

TRANSPORTATION 
DEPARTMENT 
National Highway Traffic 
Safety Administration 
Federal Motor Vehicle Safety 

Standards: 
Side Impact Protection; 

comments due by 7-24- 
08; published 6-9-08 [FR 
E8-11273] 

Petition for Approval of 
Alternate Odometer 
Disclosure Requirements; 
comments due by 7-24-08; 
published 6-24-08 [FR E8- 
13592] 

TREASURY DEPARTMENT 
Internal Revenue Service 
Gross Estate; Election to 

Value on Alternate Valuation 
Date; comments due by 7- 
24-08; published 4-25-08 
[FR E8-09025] 

LIST OF PUBLIC LAWS 

This is a continuing list of 
public bills from the current 
session of Congress which 
have become Federal laws. It 
may be used in conjunction 
with ‘‘P L U S’’ (Public Laws 
Update Service) on 202–741– 
6043. This list is also 
available online at http:// 
www.archives.gov/federal- 
register/laws.html. 

The text of laws is not 
published in the Federal 
Register but may be ordered 
in ‘‘slip law’’ (individual 
pamphlet) form from the 
Superintendent of Documents, 
U.S. Government Printing 
Office, Washington, DC 20402 
(phone, 202–512–1808). The 
text will also be made 
available on the Internet from 
GPO Access at http:// 
www.gpoaccess.gov/plaws/ 
index.html. Some laws may 
not yet be available. 

H.R. 634/P.L. 110–277 

American Veterans Disabled 
for Life Commemorative Coin 
Act (July 17, 2008; 122 Stat. 
2599) 

H.R. 814/P.L. 110–278 

Children’s Gasoline Burn 
Prevention Act (July 17, 2008; 
122 Stat. 2602) 

S. 2967/P.L. 110–279 

To provide for certain Federal 
employee benefits to be 
continued for certain 
employees of the Senate 
Restaurants after operations of 
the Senate Restaurants are 
contracted to be performed by 
a private business concern, 
and for other purposes. (July 
17, 2008; 122 Stat. 2604) 

Last List July 17, 2008 

Public Laws Electronic 
Notification Service 
(PENS) 

PENS is a free electronic mail 
notification service of newly 
enacted public laws. To 
subscribe, go to http:// 
listserv.gsa.gov/archives/ 
publaws-l.html 

Note: This service is strictly 
for E-mail notification of new 
laws. The text of laws is not 
available through this service. 
PENS cannot respond to 
specific inquiries sent to this 
address. 
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